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DRUG INDUSTRY ACT OF 1962

WEDNESDAY, AUGUST 22, 1962 o
House oF REPRESENTATIVES,
CoMMITTEE 0N INTERSTATE AND ForEIGN COMMMERCE,
. Washington, D.C.
The committee met, pursuant to recess, at 10: 15 a.m., in room 1334,

New House Office Building, Hon. Oren Harris (chairman of the

committee) presiding.

The Caamatax. The committee will come to order.

The first witness this morning, as we resume the hearings on HR.
11581 to amend the Federal Food, Drug, and Cosmetic Act, will be
the Honorable Daniel K. Inouye of Hawaii. We are happy to have
you with us, Mr. Inouye.

STATEMENT OF HON. DANIEL X. INOUYE, A REPRESENTATIVE IN
CONGRESS FROM THE STATE OF HAWAIL

_Mr. Ixovye. Mr. Chairman and members of the committee, I would
like to express my appreciation for this opportunity to be heard on
those provisions of title IT of H.R. 11581 which would authorize
Government inspectors to examine at will the files and records of all
food product manufacturers.

As the committee well knows, Hawaii is the leading canned pine-
apple producer in the world, and is one of the major sugar producing
areas. These two iProducts which are basic to the economy of Hawail,
along with other food pro&ucts such as coffee, canned fish, and fresh
fruits, accounted for an extremely large percentage of our exports in
1961. For the year 1960-61 the last for which complete statistics are
available, almost 35 million cases of pineapple and pineapple juice
were packed in Hawaii, and the great percentage of this production
eventually found its way to the tables of consumers in every town and
city in America.

Because of the importance-of the pineapple and other food-produc-
ing industries to Hawaii, any proposed Government legislation that
would seriously affect those industries is of primary concern to every
citizen of Hawail, and to those millions of consumers who rely upon
the continuing flow of high-quality food producis from the islands to
the mainland.  For this reason, I have asked to be permitted to testify
in opposition to those portions of title II of H.R. 11581 that would
amend section 704 of the Federal Food, Drug, and Cosmetic Act to
permit FDA employees to enter any food manufacturing establish-
ment and inspect—
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all thii 78 therein (including records, files, papers, processes, controls, and facili-
tles) bearing on * * * violations or potential violations of this Act.

In 1y view, this unprecedented grant of authority to a Government
agency to pry into the files and records of private commercial enter- :
prises on a regular and recurring basis is not only unwarranted and E
totally unnecessary, but it would conflict with the basic constitutional
prohibition against unreasonable search and seizure, found in the
fourtl. amendment. No evidence has been produced to establish the
need “or this drastic proposal. On the contrary, there is compelling
evidence to establish that this unlimited authority in a Federal agency -
to enter food manufacturing establishments at will and rifle throug 4
their files may well seriously interfere with the efforts of reputable,
progressive companies to produce high-quality, wholesome foods on a
volume basis at a reasonable price to consumers.

During the course of my vears here in Washington, I have come to
respect, as has every other Member of Congress, the unceasing efforts
of those in the Federal Food and Drug Administration on behalf of
American consumers. It is possible that no other Federal agency
carries out its assignments with the energy and dedication that are
found in the FDA. DBecause of this well-earned reputation, the FDA
has generally received a favorable reception here in Congress when
it has requested new authority or amendments to old authority under
the Federal Food, Drug and Cosmetic Act.

I cincerely believe, however. that that part of title IT of this bill
which would throw open the confidential files of all food manufac-
turers to every FDA inspector would be a grant of Federal power so
at variance with fundamental concepts of democratic government
and our basic views concerning the constitutional protection against
unreasonable search and seizure, that no Congressman can afford in
this instance to sit back and accept the proposal on the ground that it
appears to be merely another FDA request for authonity it claims is
necessary to enforce the act.

It is my understanding that thnis bill is basically a drug proposal
that has been broadened to include food manufacturing establish-
ments, apparently on the assumption that what is thought to be neces-
sary for drugs is also necessary for foods. It does not take an expert
to realize that foods and drugs are by their nature entirely dissimlar,
4 serving different purposes and subject to entirely different production

and distribution techniques. Whether or not this greatly broadened
g factory inspection anthority is necessary for drugs, and there is in my
)

, mind a great deal of doubt on that score, it seems clear that there has
. been no showing that this unprecedented invasion of the confidential
: and private records of commercial food enterprises is either necessary
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K or desirable.
g The record of the American food industry is unquestionable. Any-
i, one who has been through a modern pineapple canning establishment
N would not question that these packers are taking the greatest con-
ceivable pains to provide consumers with a high-quality, wholesome
. t ; product that in every degree complies with all requirements of Federal
8 h. and.State laws. Certainly no question has been raised by the pro-
1.‘ ponents of this measure concerning the wholesomeness of the American
*ood supply, for it 1s recognized on all sides that American consumers
enjoy the best food supply in the world.
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Perhaps the most that can be said for title IT of this bill, at least
insofar as it applies to foods, is that it will simplify somewhat FDA’s
enforcement of the act. But in my mind this is a weak justification for
a measure that would seriously threaten important constitutional
rights, invade the privacy of every commercial food manufacturer in
the country, subject food processors to expensive and delaying harass-
ment, and create unfounded suspicions concerning their operations,
I do not feel the time has yet come that administrative convenience or
simplified law enforcement can be used to justify this kind of Govern-
ment authority that runs counter to our basic beliefs concerning the
Constitution and the rights of citizens to be free of unnecessary
Government interference.

Other witnesses will doubtless cover in greater detail the basic ob-
jections to title IT of H.R. 11581, at least insofar as it applies to food
establishments. It is my understanding that no court has upheld
authority such as here requested, and that serious questions under
tho search and seizure provisions of the fourth amendment would be
raised if this part of the bill is enacted into Jaw. As this committes
well knows, that question was exhaustively and ably debated in 1953
when section 704 was enacted in its present form. In my mind the
decision of this committee and Congress at that time was eminently
wise. It was felt then that plant mnspection by Federal agents in
conjunction with the private efforts of all food manufacturers, would
be ample to assure American consumers an unquestionably wholesome
food supply. I know of nothing that would justify changing that
conclusion.

I sincerely hope every Member of Congress will give his serious
and close attention to this proposal. I cannot believe that Congress
is yet ready to adopt legislation based on administrative convenience
that would throw aside basic constitutional principles that have existed
since the founding of this country.

For these reasons I urge upon this committee that they not recom-
mend the adoption of title IT of H.R. 11581 as it applies to foods.

The Cuarryax. Thank you for yvour statement, Mr. Inouye.

If there are no questions, we are now honored to have with us our

“ \ colleague from New York, Seymour Halpern.

STATEMENT OF HON. SEYMOUR HALPERN, A REPRESENTATIVE IN
CONGRESS FROM THE STATE OF NEW YORK

Mr. Havperx. Thank you, Mr. Chairman. T am here today to
testify for H.R. 11581 which, in my estimation, is at the very least
necessary if the public health of our Nation is to be safeguarded ef-

§'~ fectively. I havelong been concerned with the needs of greater pro-
tection for our citizens in this area, and was an original cosponsor
of the Kefauver bill.

Therefore, I would like to urge the committee to consider the need
for amendments in two areas not embodied in the present bill—
‘ licensure and patents. Provisions in these areas were embodied in
v the bill I introduced several months ago, and while heartily sup-
;- porting the great strides down the road to greater drug safety and
efficacy embodied in H.R. 11581, T am convinced that licensure and
patent requirements would push us even further ahead on this road.
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Of course, I offer my complete support to the provisions of this bill
which should not only provide the public with safer and more effica-
cious drugs but should alse enable our doctors to receive the necessary
information for more fully and eflectively utilizing the many drugs
made available by the progressive efforts of our pharmaceutical firms.

Though the UJTS. drug regulations have been praised as the most
comprehensive standards of any country in the world, the recent
and highly regrettable thalidomide tragedy has left no doubt that
the need for extending and revising the existing law is dire. The
existing drug regulations, the conscientious efforts of the U.S. pharma-
ceutical firms, and the strong and knowledgeable stand taken by Dr.
Kelsey enabled the United States to escape the magnitude of the thalid-
omide tragedy suffered in several European countries, but we cannot
afford to gisregard the warning implicit in the belated discovery of
the deforming effects of this drug; we cannot ignore the fact that the
drug was received for investigational use by some 1,073 U.S. doctors
before the supposedly mild tranquilizer was known to be an abhorrent
enemy to the public safety.

We must realistically evaluate existing regulations and, through
comprehensive and perceptive legislation, offer greater safeguards to
the health of the American people. I am thoroughly convinced that
the additional safeguards provided by H.R. 11582 are essential to
strengthen the existing legislation.

The bill, as introduced by Mr. Harris in the House of Representa-
tives on May 3, 1962, aims at providing a safer and more effective drug
supply for public use, more thorough and comprehensive drug infor-
mation for the Federal Drug Administration, greater assistance to
the drug industry in its efforts to improve the quality and safety
of its products, and more honest drug advertisements to enable ghy-
sicinr}xs to better utilize the large and continuocusly changing drug
supply.

In the area of drug safety, section 101 of the bill grants the Secre-
tary of Health, Education, and Welfare the authority to remove &
drug from the market immediately if doubts arise as to 1ts effectiveness
or safety. The main difference in this provision and the existing one
15 that at the present the Government bears the burden of proving
that a drug isunsafe orineffective. The amendment places the burden
of proof upon the manufacturer, so that drugs will not be marketed
unless the sponsor has presented sufficient evidence that they are not
only safe, but that they do what is claimed.

The extension of the Federal Drug Administration’s approval time
from 60 to 90 days or 180 days if an extension is desired, and the re-
quirement of more detailed reports to the Federal Drug Administra-
tion on chinical investigations and findings by the manufacturer fur-
ther augment the plan for more reliable drug approval and offers
increased protection to the consumer.

The safety and efficacy of antibiotics will also be enhanced by the
regulation requiring batch-by-batch certification of all antibiotics
except those exempted by the Secretarr. The complexity of the
manufacturing process and the seriousness of cases treated with anti-
biotics make such regulations not only desirable, but necessary.

Section 112 of H.R. 11581, calling for the printing of the generic
name in type equivalent to the brand name on drug labels, and a list-
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this bill ing of ingredients, promotes the interests of the medical profession
e effica- and the consumers i)y simplifying drug terminology and classification.
cessary We do, however, need additional provisions, as stated at the out-
y drugs set, in the areas of licensure and patents. First, to prevent the use
\] irms. of license agreements as a means of fixing prices, establishing inter-
1o most national cartels or otherwise restraining trade, license agreements
recent under patent applications and issued patents should be filed with the
bt that Patent Office to be available for inspection and use by the antitrust
>. The agencies. Second, to bring about price reductions of those patented
harma- drugs whose prices are excessive, patents should be licensed after 3
by Dr. years to qualified applicants upon a payment of a royalty of up to
.thalid- 8 percent where it is found that the price to druggists is 500 percent
cannot or more of the factory cost, including research.
very of _ The excessively high prices of drugs as revealed by the Kefauver
hat the investigations point out the pressing need of patent laws which do
doctors not allow drug production monopolies. Lifegiving drugs should not
horrent be prohibitive in price. ) ) .
Finally, I feel that a program of licensure to insure the continued
hrough chemical structure, strength, quality, purity, safety, and efficacy of
ards to the products of drug companies and the revoking of licenses of com-
ed that panies not meeting the standards would be a more effective and efficient
itial to form of enforcement for maintaining the standards upheld by this bill
than the method of seizure proposed in the present form. .
esenta- I am hopeful that the committee will evaluate and consider the
e drug additional proposals I have presented. The above points are repre-
- infor- sentative of the desirable and badly needed drug amendments em-
nce to bodied in H.R. 11581. I wholeheartedly support the passage of this
safety bill created to insure greater protection to the health of America.
le phy- The Cramyax. Thank you, Mr. Halpern. If the committee has
¥ gmg no questions let us continue to our nest witness, Mr. Benjamin G. Hab-
7 berton, counsel for the Dairy Industry Committee, residing here in
Secre- Washington.
nove g )II‘ Habberton?
ivene
ng oxf: STATEMENT OF BENJAMIN G. HABBERTON, ESQ. (FISTERE & HAB-
govéng BERTON, ESQS.), COUNSEL, BDAIRY INDUSTRY COMMITTEE
ur
lrket,sg Mr. HaseerroN. Mr. Chairman and members of the committee, my
ire not name is Benjamin G. Habberton, and T am a member of the law firm
of Fistere & Habberton. Iam appearing for the Dairy Industry Com-
al time mittee, for which organization our firm is counsel.
the re- The Dairy Industry Committee is composed of official representa-
nistra- tives of 2 number of national trade ascociations. These associations
ar fur- are as follows:
offers American Butter Institute.
American Dry Milk Institute.
by the Evaporated Milk Association.
biotics International Ascociation of Ice Cream Manufacturers.
of the National Cheese Institute.
A anti- National Creameries Association.
. Milk Industry Foundation.
reneric The members of the first six of these organizations are manufac-
a list- turers of the produets which their names suggest. The members of
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the last—Milk Industry Foundation-—are processors of fluid milk
and other fresh fluid products. The members of these associations
collectively come from every State in the Union and collectively tl}eﬂ
account for a majority of all the milk and other dairy products whic
are processed and defivered in the United States.

At its meeting held in Chicago on June 11, 1962, the Dairy Industry
Committee expressed its strong disapproval of HR. 11581 and au-
thorized this appearance in opposition to the bill. i .

The opposition of the Dairg Industry Committee is based upon its
conviction that title IX of the bill, which has to do with factory inspec-
tion, is unnecessary and unwise. With title I of the bill, having to do
with drugs, the Dairy Industry Committee is not concerned and takes
no position.

DAIRY INDUSTRY COMMITTEE FAVORS FACTORY INSPECTION

Before discussing the reasons for its opposition to the factory
inspection provisions of H.R. 11581, I wish to make it quite clear that
the Dairy Industry Committee is not opposed to factory inspection
but on the contrary is in favor of factory inspection and has supported
factory inspection legislation.

In 1953 the Committee on Interstate and Foreign Commerce had
before it for consideration a bill which proposed amending section 704
of the Federal Food, Drug, and Cosmetic Act. The Supreme Court
of the United States, in the now historic Cardff case, had ruled that a
Food and Drug Administration inspector might enter a food establish-
ment and make an inspection there only if the owner, operator, or
custodian gave his consent. The Food and Drue Administration was
thus left without compulsory inspection authority. Believing such au-
thority essential to the discharge of its duties, the Administration
caused to be introduced a bill whiclh authorized entry and inspection
as of right.

The T)airy Industry Committee agreed that the Food and Drug
Administration should have this compulsory authority and my part-
ner, Charles M. Fistere, acting for the committee, appeared before you
on May 20,1953, in support of the bill.

And so, I reiterate, the Dairy Industry Committee favors factory
inspection and will continue to support factory inspection legislation.

But the Dairy Industry Committee cannot support the factory in-
spection amendments contained in H.R. 11581. In fact, it is our view
that these amendments do not relate to factory inspection at all but
to business records inspection. Under the existing inspection pro-
visions of section 704 of the act, the Government agent is authorized to
mnspect every—

factory, warehouse, establishment, or vehicle and all pertinent equipment, fin-
ished and unfinished materials, containers, and labeling therein.
This is certainly the language of factory inspection, and we believe
that the inspection of these things constitutes factory inspection. But
H.R. 11581, while retaining the denomination “Factory Inspection”
for section 704, adds to the enumeration of things that may be in-
spected “records, files, papers. processes, controls, and facilities.”
Now, the in;pection of records, files, and papers is obviously some-
thing quite different from “factory” inspection as that term has here-
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tofore been used and understood. Itisnot just an extension of facto
inspection; it is a new kind of inspection. And so, I shall refer to this
new inspection as “business records inspection” in order that this im-
portant distinction may not be minimized by the use of the original
and quite unobjectionable name.

The Dairy Industry Committee is op})%ed to this new business
records inspection which H.R. 11581 would authorize. It is opposed
to it, first, because it is unnecessary. -

BUSINESS RECORDS INSPECTING IS UNNECESSARY

The Federal Food, Drug, and Cosmetic Act is described as “An
Act to prohibit the movement in interstate commerce of adulterated
and misbranded food, drugs, devices, and cosmetics, and for other
purposes.” It is the responsibility of the Food and Drug Administra-
tion to implement and enforce this prohibition, and to do so, it must
bave the authority to make reasonable inspections to determine
whether foods moving in interstate commerce are in fact adulterated
or misbranded. There can be no other legitimate purpose for in-
spection.

Tet us consider the situation of a dairy products plant and see
whether the inspector does not already have abundant authority.

The plant will be one in which the traditionally highest standards
of sanitation are required and observed. The plant will be charac-
terized by its use of equipment which has been designed and manu-
factured in conformity with Three A standards. These standards
have been worked out over a long period of years through the closest
possible cooperation of the manufacturers of the equipment, the users
of the equipment, and Federal and State regulatory officials. A very
high percentage of all of this equipment is fabricated of stainless
steel.

The plant may be a milk plant, that is, a plant in which milk and
cream are pasteurized, homogenized, and packaged for sale in fluid
form. Tt may be a plant in which butter or ice cream or cheese is
made. Or it may be a plant in which one or more of the various forms
of dry, condensed, or evaporated milk are made.

The general forinulations for all of these dairy products are well
known to the Food and Drug Administration. In the case of some
of them, standards of identity have been established by regulations
promulgated by the Food and Drug Administration. These standards
of identity specify the ingredients which the manufactured product
must contain and. as well, the optional ingredients which they may
contain. In the case of others of these dairy products, standards of
identity have been prescribed by act of Congress itself.

Since we have thus far been speaking of only dairy products, 1t
should be pointed out that under section 401 of the act, the Food and
Drug Administration is not only authorized but directed to establish
such standards of identity for any food whenever it finds it will “pro-
mote honesty and fair dealing in the interest of consumers” to do so.

The industries represented on the Dairy Industry Committee have
at no time oppose({) the establishing of these Federal standards of
identity, and with reference to certain products, it has been industry
which has proposed that they be established.

609




VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT

436 DRUG INDUSTRY ACT OF 1902

With this brief recital of the facts concerning the nature of the
“factories” to be inspected and the nature of the dairy products manu-
{actured therein, let us now turn to the inspection itself.

Under existing law the inspector is authorized to see and examine
the factory structure and all of the machinery and equipment. He
will inspect all of these physical facilities in operation. Ie will ex-
amine them from the viewpoint of sanitation and from the viewpoint
of effect of design and fabrication upon sanitation. But, as pointed
out above, the highest possible standards for these things are tradi-
tional in the dairy products industries, and there is apt to be no prob-
lem. In any event, he is completely at hberty to see for himself.

And so the inspection proceeds te what section 704 refers to as
“finished and unfinished materials,” meaning, of course, the finished
dairy product being manufactuved and the ingredients being used in
the product. This 1s not difficult. As pointed out above, the Food
and Drug Administration already knows the permissible formulations
for alinost all of these dairy products. There is nothing esoteric
about them. Tf the inspector wishes to determine whether the in-
gredients are for any reason objectionable, he may take samples and
have them analyzed by FDA's laboratory scientists. And if he
wishes to determine whether the composition of the finished product
1s within the permissible formulation established by the standard of
identity, again he may take samples and have thiem subjected to labora-
tory analysis.

Dairy products, like practically all other food products except fresh
fruits and vegetables, are packaged, and <o the inspector will want
to know about the containers. These may be either cartons, cans,
drums, or glass bottles. Ilere azaim the subjects of the inspection are
at hand and available for snmpling and analysis. FDA has already
made studies of the materials used 1n cartons and has not, so far as we
Inow and believe, been hampered in any way by lack of inspection
authority.

The inspection thus far has had to do with FDA’s responsibility to
insure that foods shipped in inteistate commerce and not adulterated.
But 1t 1s responsible n{so for meuring that goods shipped in interstate
commerce are not misbranded. And so. the inspector will want to
see uil of the labeling materials used on these food products, and
nnder the provisions of section 764 he is entitled to.

It may be added that the mspector is assisted in making his inspec-
tion of labeling by the fact that section 403 of the present act requires
that the labels of foods for which there are Federal standards of
identity shall bear the names of all those optional ingredients which
FDA shall require in its standaids and also requires that the labelin
of all fabricated foods for which there are not Federal standards o
identity shall bear the names of all ingredients.

Finally, if the inspector should find adulteration or misbranding,
and if it becomes necessary for FDA to resort to compulsory action,
there is existing authority for obtaining evidence of interstate ship-
ment in order to establish Federal jurisdiction. e have in mind two
kinds of authority. The first is the specific authority contained in
section 703 of the nct whereby FD.A may demand shipping records, for
use in civil proceedings, not only from cairiers but a{so fromn persons
receiving or holding the products in question. The second is the gen-
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eral authority of orderly and time-honored court process whereby
FDA may secure shipping records for use in criminal prosecutions.

We believe that a fair-minded assessment of the existing authority
for factory inspection would result in the conclusion: The Food and
Drug Administration needs and should have the authority 1t now has,
Lut such authority is adequate for its needs and requires po “strength-
ening” or extension. We believe that the kind of factory inspection
described above Is at once reasonable and efficacious.

In expressing these convictions, we remind the chairman and mem-
bers of the committee that we are speaking only of food establish-
ments and of dairy products plants more particularly. The Dairy
Industry Committee takes no position with reference to any alleged
peed for greater authority to inspect drugmaking establishments but
wishes to point out that the two situations may not be identical or
even necessarily parallel.

The convictions we have expressed are, we believe, in complete
agreement with the conclusions reached by this committee in 1953.
This committee was willing to report favorably on the compulsory in-
spection bill only because 1t stopped at factory inspection and di:{not
authorize what we have called business records inspection. Yet the
Food and Drug Administration now insists that it needs and must
have authority to inspect the manufacturers’ own files, papers, and
records. The only limitation is that these files, papers, and records
should be those bearing upon adulteration or misgranding “or other-
wise bearing on violations or potential violations of this Act.”
[Emphasis supplied.]

The breathtaking sweep of this unprecedented request for power
must assuredly impose a heavy burden of proof upon its proponents.
1t would be assumed that in order to feel justified in even presenting
such a request, its proponents would point out either a shocking dete-
rioration in the safety of our food supplies or else the happening since
1953 of events auguring the same for the future. Yet the proponents
of title IT have not even attempted to do the former and have not suc-
ceeded In doing the latter.

As to the present state of our food supplies, an official of the Food
and Drug Administration has only recently reiterated the statement
several times before made by others that tf\’e are the purest, safest,
and most nutritious in the world. The lack of the additional au-
thority which the Food and Drug Administration requests has nut
thus far caused any deterioration.

And so we look at the record made before this committee bearing
upon the possible need for additional authority to prevent such de-
terioration from this time on.

Secretary Ribicoff stated on June 19:

All too often Inspectors are treated to a gulded tour through the establish-
ment. They are denied access to formula files, complaint files, shipping records,
and a great deal mare information that is absolutely essential for them to
<ee in order to determine whether the products are being produced in compliance
with law,

If it is true that as a result of their submitting to “guided tours”
inspectors are failing to ascertain the required information concern-
ing possible adulteration or misbranding, it would seem that they
are not doing their duty. What is required in this situation is not more
authority but more exercise of the authority which already exists
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Frankly we do not believe there are many inspectors who are submit~
ting to “guided tours” as we understand that term to have been used.

s to the Secretary’s statement that it is absolutely necessary for

inspectors to see the manufacturer’s formula files, complaint files, and
shipping records in order to determine whether the products are being
produced in compliance with law, we can only say that we are in
respectful disagreement. YWe believe that the factory inspection which
we have just delineated is quite adequate to make this determination,
and there can be no doubt that for such an inspection there is ample
existing authority every step of the way. The Food and Drug Admin-
istration is doing very well indeed with the inspection authority it s1-
ready has, and we see not only no absolute necessity but no necessity at
all for this requested authority to examine private business records.
. But, says the Secretary, the times have changed, and recent enact-
ments of the Congress have made it necessary that FDA have the
authority to inspect business records if it is to discharge the responsi-
bilities those enactments have imposed upon it. -He says—
We are required to establish and police safe tolerances for known poisons in
our food -supply * * *. Yet we are being denied access to the information in
the manufacturing establishment to tell us whether our tolerances are being met.
The Secretary is here speaking prunarily of the Food Additives
Amendment of 1958.

This is indeed an important piece of legislation, though we are not
sure that the use of the scare word *“poisons” contributes to a dis-
passionate assessment of its purpose and effect. It is also legislation
that adds to FDA’s responsibilities, but we are unable to see that these
are responsibilities which require that FDA be authorized to inspect
private business records. In fact, insofar as any additional means are
required to police this legislation, the food additives amendment itself
supplies them.

he principal purpose of the food additives amendment, as this
committee knows, is to require that these additives, before being used
by the food manufacturer, shall be subjected to rigorous testing to as-
certain whether there are levels at which they may be safely used and
to require FDA to determine such levels. In enacting the amend-
ment, which has now been incorporated into the act as section 409,
Congress took precautionary measures.

For example, it prescribed that FDA shall not permit any use of
the additive in question unless it finds—
that the proposed use of the food additive, under the conditions of use to be
specified in the regulation, will be safe.

Congress has prescribed also that no tolerance shall be fixed at a level
higher than FDA—

finds to be reasonably required to accomplish the physical or otber technical
effect for which such additive Is intended.

Congress has further prescribed that FDA chall not only fix the maxi-
mum quantity of the additive that may safely be used or permitted to
remain in or on the food, but also may determine the manner in which
the additive may be added to or used in or on the food and may pre-
scribe any directions or other labeling or packaging requirements for
the additive as it deems necessary to assure safety of use.
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Those are all excellent safeguards, but they go only to the fixing
of safe tolerances, and Congress was concerned that those tolerances
should not be exceeded in actual use. So it provided that every peti-
tion filed with ¥IDA proposing the fixing of a tolerance and the 1ssu-
ance of a regulation must contain, in addition to many other kinds
of information—

¥
}
N

a description of practical methods for determining the guantity of such additive
in or on food, and any substance formed in or on food, because of its use.

Here, then, 1s the way Congress, and Eresumab]y FDA itself in 1958
intended that FDA should ascertain whether tolerances are being ob-
served. It required that practicable methods be supplied by which
FDA can make these determinations. e think it 1s a2 good way.
The FDA inspector can take his samples of the food in which the
additive is usegf and the FDA laboratory scientists, using these prac-
ticable methods or any others they may prefer, can subject them to
analysis and easily ascertain the amount of the additive left in or on
the food.

FDA itself, in enforcement regulations promulgated under section
409 of the act, has enlarged the statutory requirement that practicable
methods be supplied by the petitioner. These regulations require
that—

The test proposed shall be one that can be used for food control purposes and that
can be applied with consistent results by any properly equipped and trained
laboratory personnel (21 CFR, sec. 121.51(¢)).

The statutory requirement is contained, along with other require-
ments for the petition, in section 409(b) of the act, and in this con-
nection FDA’s enforcement regulation states:

A petition shall be retained but shall not be filed if any of the data prescribed
by section 409(b) of the act are lacking or are not set forth so as to be readily
understood (21 CFR, sec. 121.51(g)).

FDA has enforced this requirement quite strictly and has in fact
refused even to file a petition 1n which a practicable method of analy-
sis, satisfactory to it, 1s not set out.

We believe and submit that analysis is the only method by which
it can be determined whether tolerances are being complied with.
This is true both as a practical matter and as a question of the rules
of evidence. Existing law makes ample provision for such analysis,
and the requested authority to inspect files and records for this pur-
pose is wholly unnecessary.

It should not be overlooked that additives are components of foods
and that the supplies of these substances in the food plant are readily -
available for incpection as such, as is also the process by which the
additives are introduced.

In concluding this portion of our statement, having to do with
the adequacy of exicting factory inspection authority and the absence *
of any neces-ity for authority to in<pect the manufacturers’ private
business papers and records, we should be remiss if we did not remind
this committee that insofar as the responsibility for assuring the safety
of our country’ food supplies is a responsibility of government, it is
one which the Federal Government shares with the governments of
the several States and with municipal governments.

il
i
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You may be sure that States and municipalities are not unmindful
of their responsibilities in this area of the law. Pure food 1s the sub-
ject of legislation in every State and in hundreds of municipalities,
and, as dairy products manufacturers may be more keenly aware than
any other category of food manufacturers or processors, it is not only
the Federal Government which knows about inspection as a means of

enforcement.
PROPOSED BUSINESS RECORDS INSPECTION 1S UNWISE

The second reason for the opposition of the Dairy Industry Com-
mittee to title IT of H.R. 11581 1s that the legislation 1t proposes would
be not only unnecessary but also unwise.

This proposed legislation would aflect a very large segment of our
industrial economy, and your committee always desirous of avoiding
unwise measures, would doubtless be especially desirous of avoiding
the endorsement of unwise measures when they are of broad applica-
tion.

We believe title IT unwise, first, because we entertain grave doubts
as to its constitutionality. Others who have preceded us in presenting
their objections to title IT have treated ably and elaborately of this
most important one, and for this reason it is unnecessary for us to dis-
cuss it. We do request, however, that the chairman and members of
this committe give their most earnest consideration to the question of
how the provisions of title II can be reconciled with the prohibitions
of unreasonable searches contained in the fourth amendment. In our
view the inspecfion of the manufacturers’ private files and records
which title II would authorize is in fact a most thoroughly unreason-
able search, and we should anticipate that title 11, if enacted, would
fall in its first judicial encounter.

But, aside from this hazard, and even 1if, contrary to our expecta-
tions, title II should survive constitutional attacks, it would still be
unwise because it sanctions an erosion of rights which have been en-
joyed since the founding of our country. Title II says to the thous-
ands of foods establishments throughout our country to which it ap-
plies, vour books. records, files, and papers are subject to search,
without benefit of warrant, by the employees of an administrative
agency of the Government, and this search is subject only to the limita-
tion that it shall bear upon possible adulteration or misbranding or
that it shall otherwise bear on violations or potential viclations of this
act. We can only say that constitutional or unconstitutional, this
represents a shocking departure from what has heretofore been re-
garded as the proper function of Government as we know it.

We believe title IT to be unwise, in the second place, because it is
unworkable and will not accomplish its purpose.

Any realistic appraisal of tRe value of this proposal to authorize
files and records inspection must take into account the fact that there
are some dishanest food processors along with the great majority of
Lionest ones.  Cognizance must be taken, too, of the fact that, as the
Secretary hias pointed out, there are a few fly-by-night operators
in food industries as well as a great multitude of established and re-
sponsible businessmen.
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We respectfully submit that there is a relationship between these
facts on the one hand and the facts surrounding food processing and
recordkeeping on the other hand. We believe it may be asserted that
as a general rule it will be only these very small minorities who would
intentionally engage in adulteration, either by the use of impyre in-
gredients or by the use of food additives in amounts excessive of es-
tablished tolerances. We believe, also, that as a general rule those
who would engage in intentional adulteration of their products would
not hesitate to engage also, so to speak, in aduiteration of their files
and records. In short, it is almost inconceivable to us that the FDA
inspector would ever find the actual facts reflected in the files and
records of such manufacturers.

Correlatively, we respectfully submit that the consumer has noth-
ing to fear from the great majority of honest and established manu-
facturers. e have pointed out above that the responsibility of the
Federal Government for safe food supplies is shared with State and
municipal governments. It is shared also with the foods manufac-
turing industry.

The stake of the foods industry in marketing pure and healthful

roducts is a large one. Historically, the record oFthe foods industry
1s not only honorable but highly commendable, and pride exists in
industry as in other activities of American life. The history of the
dairy products industry, especially, has been quite outstanding. It
has been a history characterized not only by a significant and long-
continued contribution to the national health but also by a quite negli-
gible incidence of illnesses caused by products that were in any way
lmlgure or contaminated.

ut aside from such considerations as these, there are impelling
factors of self-interest involved in the food industry’s responsibility
for a safe food supply. All food manufacturers know that the con-
sumer is increasingly aware of product liability. And from the long-
term viewpoint, no manufacturer can hope to stay in business if he
gains a bad reputation. The autharitv of FDA under section 705
“Publicity™ can, of course, have a great Ceal to do with this

In summary, we submit that files and records inspection would not
produce the kind of information which its endorsers say it would. It
would not produce evidence of adulteration, actual or potential. It
would not operate against the sharp dealer and the fly-by-night oper-
ator. It would not accomplish its purpose. We sincerely believe
that better results would be obtained if the time and expense which
files and records inspection would entail were applied to the reason-
able factory mnspection for which existing law provides.

In the third place, title IT is unwise becanse it would increase the
already great disparity between the control exercised by the Food and
Drug Administration over fonds manufactured in the United States
and foods manufactured in foreign countries and imported into the
United States. One has only to visit the supermarket to see that
foods of foreign manufacture are being imported in large and in-
creasing volume.

Section 801 of the act provides that with reference to any such
food (or drug or cosmetic), the Secretary of Health, Education, and
Welfare may, upon request to the Secretary of the Treasury, secure
a sample of the same. If, from “examination™ of this sample, it ap-
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pears that the product is adulterated or misbranded, it may be ex-
cluded from the United States unless the consignee causes it to be
brought into compliance with law.

But this “examination,” if it occurs, and however it is performed,
is the, only means by which the Federal Government may exercise
jurisdiction over this product. Obviously the FDA has no authority
whatever to inspect the foreign establishment in which this food prod-
uct was manufactured, and it would appear to be beyond the power
of Congress to give it such authority. Accordingly, there is, and can
be, no foreign factory inspection by FDA’s inspectors.

This is quite diflerent from the authority exercised over the manu-
facture of food products in the United States, where the FDA in-
spector is authorized to inspect plant, operations, processing, and
ingredients, as well as the ﬁnisheg product. In short, FDA knows
the conditions under which food products are manufactured in the
United States. It does not know the conditions under which foods
imported into the United States are manufactured.

"et, title IT of H.R. 11581 substantially broadens this conspicucus
gap. It says that while foreign food products are admitted without
even factory inspection, American food products must be subjected
not only to factory inspection but also to private records and files in-
spection.

We reiterate: This 1s unwise.

We are not arguing against the import of food products into the
United States. We know that it is necessary to import in order to
export. But we do urge that this inequality of control over Ameri-
can and foreign food products has gone far enough. Let us not in-
crease it by authorizing the inspection of the records and files of
American businesses.

T?he Cuarryman. Does that conclude your statement, Mr. Habber-
ton

Mr. Harserrox. It does, Mr. Chairman.

The Crammstax. We appreciate having your views on behalf of the
dairy industry.

T am also aware of the fact that the canners have expressed a great
deal of concern over the extension of the factory inspection provi-
ston.

I had not realized that there would be so much concern among the
dairy industry, because I did not think it was involved with formulas
and things of that kind.

I do know that there are some very stringent local requirements in-
sofar as the dairy industry is concerned. % imagine in certain types
of dairy products there could be some great concern, such as butter,
probably, but. generallv, I cannot see how it would be of great concern,
asit would with a Jot of other food products.

I know the industry generally, and I can appreciate that it does not
want the Government delving around in their records any more than
they could help.

Mr. HasBerToN. Yes, sir.

The Cratryax. That is a basic concept in this country, and I am
wholeheartedly in favor of it.

But we do recognize that there are, as you said in the statement,
certain areas in which it is necessary. Our society has grown to the
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extent that when our needs are provided, certain protections must be
also provided for.

What serious objection would your industry advance to keep those
tho are charged with this responsibility from looking at the complaint

les®

Mr. HapserToN. Well, sir, in the first place, let me say that the dairy
industry has great confidence in its products. It has no apologies to
make for its products. It has had a long and splendid history of pro-
ducing healthful and pure products.

The Cuamaan. Well, we know all of that, and we agree with it.

Mr. HasBeRTON. Yes, sir.

The Crarrxax. And if it were not for these few you spoke of a
while ago, it would not be necessary to have any.

Mr. HaBBERTON. Yes.

The CuarkyaN. So now let us get down to the basic facts of what
we are considering.

Why would there be any objection toit?

Mr. Hassertox. Well, sir, complaint files generally consist of what
is sometimes referred to as raw information.

1t has to do with complaints which may concern any one of a large
number of things. Some of them may have no connection whatever
with the purity of the product or the sanitation of the plant or any-
thing else.

Complaints are received many times from people referred to, cor-
rectly or incorrectly, as crackpots. .

The Cuamaiax. I am not talking about complaints generally or
whether or not Sam Jones might be a good man or he wears one short-
leg pants and a long-leg pants.

am talking about complaints with reference to a dairy product as
to whether or not it is adulterated or misbranded or in violation.

Mr. Hapsertox. Well, we think I would be unfair to the dairy in-
dustry for the inspectors to have these complaint files because they are
not reliable information. It 1s unsifted information.

The Camyax. Well, they are the same kind of information that
goes into the Food and Drug Administration, generally speaking, or
that comes to a congressional office or some other place, 1s it not?

Mr. Harrerrox. I do not believe it is, sir; and I think, furthermore,
that this is information which FDA can get by other means.

If they have reason to think that anytT]ing is wrong, there are cer-
tainly established means under the existing Jaw by which they can get
this information, without going into complaint files which have always
been regarded as the private property of the manufacturer.

It would not produce reliable information for them.

The Cuaryax. It would seem to me, msofar as the industry is
concerned, that you would want those kind of comniunications to be
seen and then be able to show the inspectors where they are wrong, or,
if there is any substance to it, where it has been corrected.

There ceems to be a practical situation insofar as industry is con-
cerned that must be met, instead of taking an absolutely negative posi-
tion on everything.

Mr. Younger?

Mr. Youxcer. If the complaint files are to be made available. then
the g('omplimentary files ought to be made available, also, should they
not
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Mr. Happerron. I believe that isright, sir.

The Cuairyan. Will the gentleman yield?

Mr. Youncer. Yes, sir. i

The Cuamyman. You do not hesitate to make those available,
though, do you?

Mr. HasBerron. Right.

Mr. Youncer. They are not called for in the bill.

On page 3, where you say “records, files, papers, controls, and
facilities,” do you interpret that to mean formulas also? :

Mr. Happerron. Yes, sir, I certainly do. Undoubtedly, it would

- inciude formula files.

Mr. Youxneer. That isall) Mr. Chairman.

Mr. Hassertox. Formula files that are the principal source of trade
secrets. -

The CHamraax. Mr. Glenn?

Mr. Grexxs. Sir, I take it, then, that your only objection is to the
inclusion in the bill on page 31 of the wards “including records, files,
papers, processes, controls, and facilities” ¢ )

Mr. Hapserrox. That is our principal objection, sir.

Mr. GrLexx. And if that is deleted, you will be happy ¢

Mr. Hapoerrox. Well, we object also to the extension of this in-
spection to laboratories which may be employed by food manu-
facturers to engage in research and experimentation for them.

We think that is a very vicious provision.

Mr. Geexx. Did you cover that in your statement §

Mr. Hasserrox. I had not s2id anything specifically on the subject,
but we believe that there is certainly a highly confidential relationshi
between the food manufacturer and the scientific laboratory which 1t
employs to engage in scientific research and experimentation for it.

This work has to do with the products which may be in the very
beginning, products which are brandnew, products which are only in
process amf which have never been manufactured or marketed, and
which may never actually be commercially marketed.

This is certainly highly confidential information between the food
manufacturer and the scientific laboratory, and we think that it would
be a great mistake and distinctly harmful to the food industry and to
industry in general for this information to be made available to the
FDA inspector.

Mr. Grexx. Thank you very much.

That is all, Mr. Chairman.

The Cuamyax. Mr. Hemphill?

Mr. Heseurn. Thank you

1 have one question here.

On page 4 you make a statement in the last paragraph:

¥ The general formulations for all of these dairy products are well known
/% }x : to the Food and Drug Administration.
‘ Does that mean that any formula that you have or use in connection
; with the industry is known now {
i Mr. Hanperrox. Mr. Congressman, those are formulations which
! are provided for in the Federal standards of identity. There are
} Federal standards of identity for practically all dairy products, and

these are standards of identity which have been promulgated by FDA
itself and, in the case of two dairy products, butter and nonfat dry
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mwilk, standards of identity have actually been prescribed by the Con-
gress in legislation.

So that for all of these food products, there are standards of
identity, and obviously, they are well known to FDA, which has
promulgated them.

Mr. Hemruiie. But not necessarily standards telling the exact
proportions?

Mr. HapBertoN. No, sir.

Mr. Hemrure. Or the manner in which they are put together?

Mr. HassertoN. We think that would involve a great many trade
secrets.

Mr. Hespums, That is like Coca-Cola or Pepsi-Cola or something
like that; you have the same problem $

Mr. HapserToN. Yes, sir.

Mr. Hestpuirr. 1 would suspect, because I have such admiration for
the dairy industry, that you people would want to make certain that
your products continue to have the highest cleanliness and also food
value, would you not ¢

Mr. Happerrox. Indeed, we would, sir.-

Mr. Hemeuiin. But your objection is to giving access to the books
and records?

Mr. Haescrron. Those, we believe, are the private property of the
manufacturer, and in the case of the precise formulations, we think
that those clearly involve trade secrets. They are valuable to the
manufacturer.

It may be a formula which the manufacturer has developed over a
long period of vears. He prabably thinks it is the very best product
that can be manufactured, and he does not want other manufacturers,
does not want the public, in general, nor does he want FDA, to know
what the exact formulation is.

Mr. Hexpnir. Suppose the language in the legislation were
amended to protect the trade secrets except in those instances where
there was some proof first that there was some injurious quality, not
just a suspicion, but some fact of injury or harm.

Y;)u would not have any objection under those circumstances, would
you

Mr. Hassertox. Well, sir, we think there is still a great deal of
danger from inadvertent disclosure of information of this kind. .

It scems to be very difficult to confine it to the manufacturer’s files,
once the files are open to anybody, whether it is a Government inspector
or anyone else.

Mr. Hearrnin. I understand that, but there are some people, of
course, who see danger in everything the Government does, and, yet,
those people who write us about the Government are willing to ride
in the ships across the ocean on high-priced vacations or take aavantage
of the subxidies to airlines or write us to help out the railroads or
anything else.

t sort of depends on whose ox is gored in this business of the Gov-
ernment being dangerous, is that not about the fact of it

Mr. HapserToN, Yes, sir.

Mr. Heypunr. Thank you so much.

Thank you, Mr. Chairman.

The Cuarryan. Mr. Sibalt
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Mr. Stear. Mr. Chairman. X .

I would like to get into the purpose of the request for the right te
make the inspection of records.

Mr. Hasserton. Of what, sir?

Mr. Sisar. The purpose behind this request.

I do not think anybody can seriously argue with you that it is not
proper for the Government to get involved in trade secrets and things
of that nature, but it does not seem to me that you can use this as an
excuse to brush aside some of the pertinent aspects of records.

Is it your position that if, for example, Mr. Habberton, some evi-
dence, not conclusive perhaps, of impropriety in the production of a
particular product cannot Ee developed further by checking a com-
plaint file to see if there has been a history of complaints about this
product, which perhaps might form a pattern, is it your position that
this is not relevant and should not be made available to an inspector;
not trying to intimidate the industry or to in any way impose him-
self upon your management, but to find out simply if the public needs
some additional protection.

Mr. Hasserrox. Well, sir, we think that this is information which
FDA can easily get under its present authority; its authority to take
samples of all of these food products, to take samples of all of the
ingredients, to analyze them at any time, to do so repeatedly, can go
into that just as deeply as it wishes to, and, by doing that, it 1s getting
reliable scientific information as to whether there is any basis for
the complaint.

We think that since this information can be gotten by FDA under
existing authority, that its authority should not be extended into the
realm of the private property, the private files of the manufacturer.

Mr. Sipar, I want to say that I am well aware of the danger of
giving additional mspection rights, particularly in the record field.

Mr. HarserroxN. Yes.

Mr. Sinar. There have been many pieces of legislation, not only
before this committee but before the Judiciary Committee of this Con-
gress, where constant request for additional power which go beyond
the traditional scope of Government investigating agencies have been
requested, and I certainly agree that we have to be careful and have to
watch this very carefully in order to protect basic rights.

But where we have public health as our purpose, it is very difficult
for me, as the chairman indicated in his question, to understand why
if a particular product is under investigation, the whole area of
public expression, including complaints to the manufacturer, should
not be made available to the investigating authorities. .

Mr. Hasserrox. Oh. sir, if FDA is actually conducting an in-
vestigation of a particular product, in the course of that investigation
it can get a warrant and get all of this information.

Mr. Sian. It hasto go to court.

Mr. Hapserron. It %:1% that authority under existing law.

Mr. Smoar. It has to get that warrant through a court process.

Mr. Hareerton. Yes, sir.

Mr. Sinar. Do you think it should be required to go to court for that? .

Mr. Haprerrox. I think that it should when it is going into private
files.
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I may add to that that complaints, if they are s matter of interest
to FDX, are certainly no less 2 matter of interest to industry itself.
Certainly the food industry does not want to have dissatis?ed cus-
tomers, whether there is some basis for their eomplaint or not.

Every complaint which is received, I am sure, by a dairy products
manufacturer is considered.

An effort 1s made to try to determine whether there is some basis
for it, and if it should develop that there were some basis for the com-
plaint, naturally, the food industry itself would be the first to want
to take any remedial action that might be necessary, because its own
self-interest is so closely tied up with matters of that kind.

Mr. SiBaL. Are you not really saying that if you follow your state-
ment through to its logical concﬁxsion, you come to the conclusion there
should be no Government inspection; that the food industry would
take care of itself ?

Mr. Happerron. Oh, no, sir, I do not take that position at all.

We think that FDA should have this broad authority which it has
to inspect right now, this authority to come into the factory, to look
at everything in the factory, to see the entire manufacturing process,
to take samples of the food and all the ingredients, to make analyses.

That is a very broad inspection authority, we think, and we think
FDA should haveit.

We think it should have it by all means, because in the case of these
people whom the Secretary referred to as fly-by-night operators, if
they are using improper ingredients, certainly FDA ought to know it,
and the way for them to learn it is by coming in and taking samples
of the ingredients in the foods and conducting their own analyses.

That is the very kind of authority, it seems to us, which will result
in FDA’s getting the information that it needs and which it must have
as a basis for prosecutions.

Mr. Smarn. So it boils down to the fact, does it not, that if a given
person makes a complaint to the FDA, then this complaint is a proper
part of the investigation ¥

Mr. Hapoerrox. I think it would be.

Mr. Sipar. But if the complaint is made to the company, it is not?

Mr. Hapserton. Well, I think that in either event it is a matter
which ought to be pursned by court process rather than by broad,
sweeping authority to a Federal inspector to come in and look at all
of the plant’s files and records.

Mr. Siear. Do you think it is possible perhaps to limit this right
in some way to strengthen the requested authority of the FDA without
opening this door, which I want to make clear I fully understand and
am in sympathy with{

Mr. HasperroN. Yes, T appreciate your position, but I frankly do
not believe that it would. I do not believe that it would be possible to
limit this additional authority in such a way that it would be satisfac-
tory to FDA and still, in our opinion, still have a constitutional inspec-
tion statute.

Mr. Smar. Has any discussion been held between the industry and
the Food and Drug Administrationin thisarea?

Mr. Hasrertox. There has been discussion, yes, sir; there has.

Tt has not assumed any definite planning or anvthing of that kind.
There has been incidental discussion. But we believe that if this in-
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spection provision were to go beyond its present scope and purpose,
tﬁ:t it would infringe upon constitutional guarantees.

Mr. SmavL. Just one additional question. . . ]

Has Secretary Celebrezze expressed himself in this area since he
has assumed office § )

Mr. Hanserron. J do not believe that he has made any public ex-
pression of his own views, on this. If so, it has not come to my

* attention.

Mr. SmaL. So when you refer to the Secretary, you refer to his
predecessor §

Mr. Hapserron. Right, sir.

Mer. Sar. Thank you.

The CamyaN. Mr. Dingell ?

Mr. DixcerL. Yes, Mr. Chairman. I had a number of questions 1
wanted to ask the witness,1f I might.

You referred to specific power in the Food and Drug Administra-
tion to secure information, books, records, and so forth.

You referred to section 703 whereby the FDA may demand ship-
ping records for use in civil proceedings.

b Now, does this section deal only with shipping records or is it more
road?

Mr. Hasperrox. It hasto do primarily with shipping records.

Mr. Dixcerw. I see, with shipping records.

Does it have to do with anvthing besides shipping records?

Mr. Haseerrox. Not so far as a specific grant of authority 1s con-
cerned.

Mr. Dixcern. So it has authority to get shipping records only
through civil proceedings.

Now, what kind of civil proceedings may it secure these shipping
records it, in cases involving seizures, 1n cases involving misbran(ﬁng,
or in cases involving what ¢

Mr. Hasperron. It can get this shipping information without
there beina any proceeding pending at all.

Mr. Dixeerr. Just on shipping?

Mr. HapperTon. That is right; yes, sir.

Mr. DixgeLr. Shipping information as to what, volumes and quan-
tities shipped ?

Mr. Haspserton. And who is the shipper.

Mr. DixgeLu. And who isthe recipient ?

Mr. Hapserrox. Who is the recipient or consignee, and then FDA
can take that information and institute a proceeding based upon the
information gotten under 703.

Mr. Dixcerr. These shipping records to which you refer are solely
records of quantities shipped, persons doing the actual shipping and
receiving, is that correct ¢

Mr. Happerrox. Yes, sir; that is correct.

Mr. DivcerL. And they are no more broad, the shipping records
provision 1s no more broad than that, am I correct{

Mr. YLsenertox. I think that is correct, sir.

Mr. DixceLr. So that, in a sense, then, is a very limited power that
the Food and Drug Administration has, 1s that correct

Mr. Hisgerron. Wethink it isa very broad power.
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Mr. DixNgeLL. Asa matter of fact, section 703 here says:

For purposes of enforcing provisions of this act carriers engaged in interstate
commerce and persons receiving food and drugs— )

and so forth—

food, drugs, devices or cosmetics in interstate commerce or holding such articles
80 received shall, upon the request of an officer or employee, duly designated
by the Secretary, permit such officer or employee at reasonable times to have
access to and to copy all records showing movement In interstate commerce of
any food, drug, device or the holding thereof during shipment and the quantity,
shipper, consignee thereof. . .

So this is the only power Food and Drug has to actually look at the
bills of lading, is that not correct ?

Mr. Haeeekron. That would be the thing they would look at first,
1 would think.

Mr. DixgeLr. But that is actually all they really have the right
todo, look at bills of Jading, shipping documents and so forth ¢

Mr. HasperTox. It enables FDA to make out a case in interstate
commerce, and it has complete jurisdiction over the matter, so it is a
broad power.

Mr. DixceLL. This only establishes jurisdiction. This section does
not in any way apply to the contents of the goods, the food additives
used, pesticide chemicals used, the manner of treatment of the com-
modity In transit, rather the amount of treatment of the commodity
as it 3s manufactured; am I correct ; or the way in which it is treated ?

Mr. ILspERTON. After it gets this information under 703, it may
then seize the food product, if it wiches to do so.

Mr. DixgeLL. Now, on what basis can FDA seize, then, this particu-
lar commodity ¢

Mr. Hapoerrox. Because it has a right to inspect all food products.

Mr. Dixgerrn. It has a right to inspect food products. This is
exactlyit.

Then, on the basis of this the Food and Drug Administratior. has
got to go in and has got to take samples; am I correct?

Mr. HaBserTox. Yes, sir.

Mr. Dixgerr. This is the limit of their actual power to reach and to
investigate the kinds of additives, whether the food or drug is con-
taminated. dangerous, or unsafe, whether it has claims made for it
which are in excess of fact.

This is the limit of the powers of the Food and Drug to actually
determine these things, is to go in and take samples and make labora-
torv analyses; am I correct {

This is the only power Food and Drug actually has concerning what
goes into that foo£ the nature of the food, whether it is clean, whole-
some, contaminated, whether it happens to have an excessive amount
of chemical additives, whether it happens to have disallowed chemical
additives, whether it happens to be unsafe or contaminated, dirty,
filthy, or adulterated; is this not correct ¥

Mr. HaspertoN. You mean it is the authority that they have after
it Jeaves the factory.

Of course, it can do all of these things while the process is going on.

Mr. Dixgerr. While it is in the factory by going in and taking

samples and then taking them off to have them analyzed; is that not
correct ¢
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All right; now, they have general authority to secure shipping rec-
ords for use in criminal prosecutions; is that not correct{

Mr. HasserTON. Yes, sir.

Mr. Dixcerr. This authority in criminal prosecutions is limited
solely to securing shipping records? -

Mr. HapBerTON. Yes, sir.

Mr. Dixgern. Am I correct f

So, in effect, the only real authority they have to determine what
goes into the food, the nature of the food or the nature of the chemical
or medicine is the power that they have to make a chemical analysis of
the food ; is that not correct ¥ -

Mr. Hasserton. Well, sir, let me goback to——

Mr. Dixcerr. The only authority they have, according to your testi-
mony, 1s to make a chemical analysis of the food.

This is the only statutory authority the Food and Drug has is to
actually make a chemjcal analysis of the food; is this not right?

Mr. {Lusam'wx. No, sir; it is not because many times no analysis
at all is necessary.

It may be quite evident merely by visual inspection of the product
that it is contaminated or deteriorated and analysis would not even
be necessary.

Mr. DixceLr. Let us concede that this is true. But there are large
numbers of additives present in minute amounts in food today which
are very difficult to determine by other than very complicated chemi-
cal analysis?

Mr. Happerrox. Yes, sir.

Mr. Dixorer. Involving a great deal of time?

Mr. HasserTON. Yes, sir.

Mr. Dixgern. Involving a great deal of skill.

In some instances on the order of a few parts per billion; is this
not correct.

Mr. Hagrertox. I believe there are no tolerances expressed in
terms of parts per billion. There are, of course, many expressed in
terms of parts per million. And as pointed out in our prepared state-
ment, FDA can enforce each of these tolerances by use of the prac-
ticable method of analysis approved by it at the time it established the
tolerance.

Mr. DiNgerL. So you propose to continue limiting the Food and
Drug Administration to the power to analyze on the basis of a batch-
by-batch and a sample-by-sample basis through very complicated,
analytical, chemical procedures, and based on an investigation-by-
Investigation basis.

As a matter of fact, your objection lies to the fact that Food and
Drug could, if this bill is passed, go in, look at laboratory records to
determine what the company’s own records say with regard to manu-
facturing practices, with regard to quantity and types of additives;
is this not correct ?

This is your objection to permitting the Food and Drug to go in and
to do these?

Mr. HargerToN. It is one of our objections.

Mr. Dixeri. This is your principal objection, as I read your
statement.
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Mr. HaBpertoN. We object to it on many grounds, as pointed out in
our prepared statement.

Mr. DincerL. 1 see.

Well, what are your other grounds? What are your other grounds
of objection{

Mr. HasnerToN. Well, sir, we object to the extension of this author-
ity to all kinds of books and records, not just merely to formulations.

Mr. DixeerL. Supposing we were to Iimit it to books and records
dealing with manufacturing. Would thiseliminate your objection$

Mr. Hasrerrox, Dealing with manufacturing?

Mr. DixceLr. Yes.. - 3

Manufacturing, the quantity, quality, and types of additives and
dealing with the nature and the character of the foods. Am I cor-
rect? Would you object to thist

Mr. HassertoN. 1 do not know just what would be included within
the term “manufacturing.”

Mr. Dixcerr. 1 yield to my colleague from California.

Mr. Moss. It just would seem to me at th";zdpoim that formulas,
controls, ingredients actually received and used certainly would be
records bearing directly upon manufacture.

Mr. Dixgere. If we limit it to records bearing on manufacture,
do you have any objection, then ?

Mr. Hasserrox. We still think that it is an unwarranted and un-
necessary extension.

Mr. Dixcerr. Very well.

Let ustake a look at this, then.

You tell us that this is an unwarranted extension. The present
power of the Food and Drug entitles them to station an inspector upon
the premises; is that not right?

Mr. HapBertoN. Yes, sir.

Mr. Dixcerr. To conduct a continuing chemical analysis; is this not
correct ¢

Mr. Haererrox. He can stay here as long as he wishes to.

Mr. DixgerL. And to serutinize the exact processes

Mr. HanperToNn. Yes, sir.

Mr. Dixgewr. But he has no power to determine what has taken
place previous to the time he enters the scene or what is needed to
srotect the American people from contaminated and adulterated
ots that may have proceeded through : is this not correct

Mr. HanpertoN. No, sir, I do not think it is.

Mr. Dixgerr. The only power he has is with reference to lots that
have already gone through—interstate seizure—is that not correct

Mr. Hansertox. Heischarged with the protection

Mr. Dixgrrn. I know he is charged, but he does not have any power
to do more than this.

Mr. Hannertox. No, sir: that is not correct.

Mr. Dixcevr. I recognize he is charged, but he does not have any
more power than this.

Mr. Haneerrox. I think he does have the power: I think he has the
authority.

Mr. Dixcern. You told me his poer is limited to seizing of records
to show that the shipments are In interstate commerce.

Mr. Hanrerron. That is what he has as a result of section 703.
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Mr. Dixoern. Then he has the power of taking a batch-by-batch
basis to make cliemical analysis to determine residues that are present,
chemical additives, amount of them, and so forth.

This may take a substantial period of time, may it not ¥
i Mr. HasBerton. Yes.

i Mr. Dixcerr. So, in effect, what you object to really is to workable
‘ factory inspection.

\ Mr. HassertoN. Oh, well, we think they have workable factory in-
sgection right now. We think that is exactly what FDA has under
the present law.

Mr. DixcerL. As to the factory but not as to the records which
would show what exactly goes into the food ¢

Mr. Hapsertoxn. Well, 1t can do better than that under the present
law.

It can do better than have the records.

It can follow the food itself. The record would not, as one lawyer
to another, sir—tle record would not be the best evidence as to a vio-
Jation. It would be the food product itself which would show the
actual contamination or adulteration.

Mr. Dixgerr. I recognize this, but the records would make it a
great deal easier to prove contamination or to prove unsafe additives,
would they not ¢

Mr. Haspertox. Ido not believe they would, sir.

Mr. Dixcrrr. It would make it a great deal easier for the Food and
Drug Administration to determine whether or not there 1s an im-
proper additive or contaminant present in the food, would it not ¢

Mr. Hassertox. Mr. Dingell, I do not believe for a minute, I just
do not believe for a minute that if a sharp operator, a fly-by-night
operator, is going to exceed these tolerances, if he is going to adulter-
ate, I do not believe he would ever in the world put those things in
hisrecords and files.

Mr. Dixcerr. You donot thinkso

Mr. Haepertox. I do not think they would ever appear in his
formula files.

Mr. DixoriL. But your oppesition to factory inspection would
make it a great deal easier for him to do so if he were inclined to,
would it not ¢

Mr. Hapeerrox. 1think

Mr. DixceLn. Your opposition to really worthwhile factory inspec-
tion would make it a great deal easier for him to have records involv-
ing contamination and nneafe manufacturing J)ractices 1f he were of a
mind to keep that kind of records, would it not ¢

Mr. Hansertox. If he wanted to keep adulterated records?

Mr. Dixcere. T am not talking about adulterated records. I am
talking about factual records of adulterated, unsafe foods, drugs, or
cosmetics. .

Mr. Moss. Would you yield §
ml{r.}fmcmu Let me finish this one question, and I would be happy

ie
sthisnot a fact?
Mr. HarsertoN. No, I do not think it is.
Mr. Dixger. Youdo not think it is easier for him to do this?
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tare Present, The Crmamryax. T think you ought to let the witness answer, Mr.

Dingell. And, furthermore, you have got 17 or 18 pages of his opposi-
tion.

PO Mr. DingeLL. I recognize this, Mr. Chairman. )
vv morkable The Cramrvan. If you want to set aside some half day to sit down
factorv : and argue this, I will be glad to do that. .
ctory in Mr. Dixcerr. I donot want to do that, Mr. Chairman. I just want
as under to scrutinize very carefully his position. :
rds whi The Crammax. If you read the 17 pages, I think you will scruti-
which nize his position.
b Mr. Dingerr. 1 have done so, Mr. Chairman, i
© present Mr. Moss. In the press during this past week I have been interested
in noting a case where it would appear that not fly-by-night operators,
but an entire segment of the food industry is at least alleged to have,
¢ lawze; within the meaning of law, adulterated or misbranded its product,
to a vio. and I am referring to the macaroni or pastry.
ow the Mr. Frieoer. A little louder, please.
ke i Mr. Moss. I am referring to the stories now currently being printed
(d? Jt a about the macaroni or pastry industry where, because of the price of
lves, certain ingredients normally used, there has been a substitution.
Now, that is alleged to have occurred.
od T have no kno“ﬁedge other than what I have read in the papers.
. and But on this product under these conditions I believe that the records
1 Im- of purchase would be the most reliable records on which to form a
I judament as to whether or not the misbranding or adulteration has
Just occurred. This is, as I point out, not alleged to have been the action
nllght of fly-by-night operators, but, rather, of a very large and responsi-
ulter- ble segment of the food industry.
&S In So we cannot always, in looking at these provisions, say that they
would only be used or it would only be necessary to use them in con-
. nection with the fly-by-night, the unstable in-and-outer of the
his industry.
It could occur. I recall reading in Washington a few years ago of
uld a major processor being charged with certain somewhat similar prac-
to, tices in the manufacture of certain meat products.
It is not too many years ago that I have a recollection, and, again,
T am not going to cite names, of a processor in your industry, in the
Se- manufacture of certain types of cheese spreads, being charged with
- the same sort of misconduct, and much of this would be readily ascer-
a tainable from pertinent records on manufacture or on acquisition of
ingredients.
Mr. Dixcerr. Which are not available under present practices.
1: Mr. Moss. That is correct.

The only way they get it now is, as you say, by having the inspector
there sampling the batches, and through analysis determining this, so
that it is a discovery on the spot, but difficult to check on any prior
action before the arrival of the Inspector.

I would point out that you, as an attorney here, representing your
clients, have your responsibility to them. I think we, as representa-
tives of a broader baced clientele, have a responsibility to be concerned
with the safety, the cleanliness, and the efficacy of the things that they
bll;y, and that we cannot just erect barriers and say we go not beyond
this.
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We have to carefully evaluate the public interest and the public
concern.

But there is a real need in some instances for the access to more
records than the shipping records, which really disclose nothing but
the consignee and the shipper and the route they travel, minimal
records at best, to help you track down something which has been re-
garded as sufficiently adulterated to cause it to be confiscated.

Mr. Dixcerr. I have one more question 1 would like to ask.

Mr. Happerron. I—may I just say & word about this, sirf

Mr. Moss. Certainly.

Mr. Happerrox. 1 think the very kind of information which you
say would be gotten from the sales records can also be gotten under
section 703 from the records in the hands of the carrier or in the hands
of the consignee or holder of the food. ’

Mr. Dincern. All that shows is the designation of the com-
modity——

Mr. Moss. Let me ask you how that is achieved.

Mr. HapperroN. After it is found who the shipper is and it is
found who the consignee is or the holder is, it can then take the
product and do whatever it wants to with it.

If it thinks it is contaminated, it can seize it right there and subject
it to analysis.

Mr. Moss. It might sometimes be a good idea to audit the records
of such a manufacturer to determine what his practices have been,
whetlier when he has had a questionable batch, he has shipped it out
and gambled with the public health or whether he has pulled it back
responsibly and destroyed it or cleaned it up.

Mr. Dincerr. Over and above this, you say that section 703 gives

wer. -

Now, listen to the Janguage of thissection:

For the purpose of enforcing provisions of this Act, carriers engaged in in-
terstate commerce and persons receiving food, drugs, devices, or cosmetics in
interstate commerce or holding such article so received shall, upen request of an
officer or an employee.

This is the people to whom this act applies. It does not say any-
thing about processors or manufacturers. It says “carriers and per-
sons receiving.”

Mr. Hasserroxn. Certainly.

Mr. Dixgenn. Now, if the Food and Drug does not have the au-
thority to find out who at the factory site, at the manufacturing point,
does not have authority to look at books and records and this section
does not give them any authority to look at books and records, the only
way they get authority to look at books and records of a person who is
operating under their inspection is by initiating a criminal prosecu-
tion against the individual, according to the other section that you
have cited to usthis morning.

So, for all intents and purposes, what you are telling us this morn-
ing is that there is no effective inspection of books and records by the
Food and Drug on the site.

The section you cite is limited to “carriers and persons receiving.”
It does not have a word to say about the sender, the manufacturer.

Mr. Hapsexron. Oh, well, certainly
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Mr. Dixgere. I challenge you to tell me where in the section that is.

Mr. ILaneerToN. Well, sir, it isn’t necessary to challenge me. The
purpose of my entire appearance here today is to object to this very
thing that you are talking about. -

Of course they do not have the authority to inspect files and records.

These suggested amendments would give them that avthority, and
we are very much opposed to it, and that 1s why I am here. -

Of course, they do not have the authority.

Mr. Dincecr. What you are here, then, to tell this committee is
that you, on behalf of your industry, oppose any effective inspection
of books and records of manufacturers under the Food, Drug, and
Cosmetic Act?

Mr. Happerrox. We certainly do.

We certainly do oppose the extension of this authority to inspect
private files and records. We are very much opposed to that.

Mr. DixceLe. Obviously you must have some reason for this. Have
you had a bad experience with the Food and Drug Administration?

Mr. Hasnerroxn. No.

TWe have had a very satisfactory experience.

Mr. Dixgerr. You have had a very satisfactory experience.

Have you found that in any way they abused the due process clause
in their inspections or in their conduct of their relations with your
industry?

Mr. Hasperrox. We think that, in general, they have been very
circumspect.

Mr. Dixcgerr. 1 see.

And there is no reason to think if they get this legislation, they
will be other than circumspect, or to continue precisely the same
pattern of conduct, am I correct ?

Mr. Hasnerrox. I think they can act entirely within the letter of
the law if these amendments are enacted and stiﬁ be going far beyond
what there is any need for doing, and I think also that if we go beyond
the ¢ © -2 of laspection In our inspection provisions, we are
getting into 1i.1Js of unconstitutional enactments.

Mr. Dixgerr. 1 see.

In effect, you are a little bit like the old maid who looked under the
bed and scort of hoped she would find somebody was there, am I
correct ¢

Thank you. Mr. Chairman,

The Ciiamrymax. Thank you very much.

Mr. Hansertox. Mr. Chairman, may I just say one further sentence
on the matter of complaints.

I want to make it clear that manufacturers are interested in com-
plaints. Every complaint that is received by food manufacturers is
considered.

If it should happen, as has been suzgested by one of the members,
that there might he a series of complaints coming from one person,
a series of complaints concerning a partienlar aspect of a produet, a
particular product. the manufacturer would be the most interested
person of all in trving to see that every step was taken that could
possibly be taken in order to correct anything that needed correction.

Sawe think that that islargely a self-policing matter.

The Cniamyax. Thank you very much.
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Mr. Harperton. Thank you very much, sir.

(The following letter was subsequently received for inclusion at this
point in the record :) p

WasHINGTON, D.C,, August £3, 1962.
In re HR. 11581
Hon. Orex Hagris,
Chairman, Commitiece on Interstate and Foreign Commerce, House Ofice Build+
ing, Washingion, D.C. .

Dear CoxGrESsMAN: On behalf of the Dairy Industry Committee, I had the
privilege of appearing before the House Committee on Interstate and Foreign
Commerce on August 22 in opposition to title II-—the factory inspection pro-
visions—of H.R. 11581.

As chalirman of the committee, you expressed some surprise that the dairy
products industries would be opposed to these provisions. I did not at the time
fully understand the significance of your comment, and I fear that the explana-
tion which I gave was accordingly not responsive.

I have since tbat time realized that you were probably thinking more of 4
milk than of other dairy products and felt that such an unsophisticated food
could not involve any file or record information which industry would not
be glad for FDA inspectors to have access to at all times. It is of course a fact
that in addition to milk itself, there are the basic derivatives, namely cream
and skim milk in fBuid, dried, frozen, or concentrated form, to which no in-
gredient is added. With respect to such products there obviously would be
no formula files. d

On the ether bhand, there are a very large number of dairy products which g
are fabricated from two or more ingredients and there are Federal standards
of identity for practically all of themn. Ice cream, for example, does contain
pumerous ingredients including stabilizers to inhibit the formation of ice crys-
tals, and other components in addition to the dairy ingredients, flavoring, sweet-
ening, and possibly coloring. While conforming with the standard of identity,
the individual ice cream manufacturer may very properly feel that his own 1
precise formula makes a better and more popular ice cream than the products 9
made under the slightly different formulas of his competitors. X

What I have said about ice cream also applies in large measure to other
manufactured dairy products. There are, for example, no less than 65 Federal P
standards of identity for cheeses, processed cheeses, cheese foods, and cheese ]
spreads, and the manufacture of these foods may, and generally does, involve
the use of numerous ingredients other than dairy ingredients.

Accordingly, the records and files of the dairy products manufacturer are 3
as important to him and as much his own valuable property as are the records
and files of the manufacturers of any other category of food products.

I shall appreciate your causing this letter to be added to my testimony as
part of the record.

Sincerely yours,
BERJAMIN G. HABBEFERTON. r

The Crairxan. Mr. Andrew J. Biemilller.

STATEMENT OF ANDREW J. BIEMILLER, DIRECTOR, DEPARTMENT ‘
OF LEGISLATION, AFL-CIO; ACCOMPANIED BY ANNE DRAPER, -
RESEARCH ASSOCIATE, DEPARTMENT OF RESEARCH, AFL-CIO; p:
AND XENNETH A. MEIKLEJOHN, LEGISLATION REPRESENTA- ¥
TIVE, A¥L-CIO

Mr. Bieyrceer. Mr. Chairman, my name is Andrew J. Biemiller. I
am director of the Department of Legislation of the American Federa-
tion of Labor and Congress of Industrial Organizations.
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J am accompanied by Miss Anne Draper, an economist from the Re-
search Department of the AFI-CIQ, and Mr. Kenneth A. Meikle-
john, one of our legislative representatives.

I am happy to De here today to testify on ILR. 11581, the Drug
and Factory Inspection Aunendments of 1962

The present. hearings take on a special urgency because of the recent
exposures concerning the drug industry. I refer to America’s in-
credibly narrow escape from general distributions of the dangerous
“tranquilizing”™ drug thalidomide, which had such tragic results in
Europe and which, I am sure, is a matter of intense concern to the
members of this committee. And I reier also the evidence of un-
conscionable profiteering in this industry.

Tet me dwell for a moment on the recent narrow escape to which I
referred. All of us who give drugs to our children or loved ones do
so with faith in the doctor who prescribed them. the druggist who com-
pounded the prescription and the industry that manufactured the
basic ingredients.

We have to have this confidence. If we don't, then recovery from
iHness or retention of health are impossible.  But how can we have
this confidence without basic protective legislation ?

Ilere we have an industry that tried its utmost to bulldoze a dedi-
cated Government into giving a clearance on a drug that the employee
sucpocted was dangerous.  Here we have an industry proven to have
ntlated its prices heyond all beunds of comprehension.

All of ns can imagine, I am sure, the uncertainty i the mind of a
mother with a sick child. She wants her child to recover; she wants
to be sure of the drug che is administering.  She needs, and I submit
she should have, that confidence and it 1s within the power of this
Congress to give her that peace of mind.

I know that this committee does not have before it the price prob-
lem, but I would be derelict if I did not pomt out that we are urgently
concerned over the high prices of many vitally important drugs, and
that we consider H.RR. 11581 seriously defective in failing to deal with
this problem.

We have indicated in testimony before the House Judiciary Com-
mittee our strong support for H.R. 6245, the “Drug Industry Anti-
trust Act,” presently pending before that committee, which would
effectively deal with it. Here, I must reiterate our view that there is
urgent need for legislation to bring down the high price of drugs, as
well as to assure their safety and efficacy. Let me add this word
about thalidomide. While we are very thankful that the drug was
kept off the market, we are also concerned that the drug provisions
of the Food, Drug and Cosmetic Act be substantially strengthened
all along the line. We can’t ever again run the rick of dangerous
medicines getting to our population, and I say that on behalf of the
14 million wawe-earning families who are members of AFL-CIO
unions.  The Dr. Kelsevs deserve the backing of sound legislation.

We in the AFL-CIO have concerned ourzelves with the Food and
Drug Act for many years, supporting amendments to strengthen 1t
and seeking adequate appropriations for the Food and Drug Ad-
ministration to carry out itsvital functions.

Our concern about these dual problenis is not new, it was set forth
in the most recent consumer protection resolution, passed by the

B85#9 —02—-30
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Fourth Constitutional Convention of the AFL-CIO on December
12,1961. The pertinent portions read as follows:

The most glaring of the consumer interest issues arising over the past 2 years
is that of the high price of prescription drugs, based on monopoly patent rights,
restrictive licensing agreements, brand-name promotion and vast outlays for
advertising. Drug industry profits, runnnig at 18 percent on stockbolders’ in-
vestinent, outstrip those of all other manufacturing industries in the country.
Further, the drive for profits has led to irresponsible advertiising claims, con-
cealment of dangerous side effects of powerful drug agents, and the subordina-
tion of research on useful drug products to the development of inconsequential
sales gimmicks of little value (o the art of medicine or the ultimate welfare of
sick patients, Reforms are clearly called for in behalf of the consuming public.

L L] L L d L 4 - -
Now, therefore, be it resolved:
- . - L d L - L]

We call upon the National Congress to enact legislation that will bring down
the high price of prescription drugs, combat misleading advertising by drug
companies, and improve the safety and usefulpess of drug products generally.
To this end we endorse the provisions of S. 1332, and H.R. 6245, pending in the
current Congress.

- * - - * * -

We urge new amendments to the Food, Drug and Cosmetic Act to strengthen
the powers of the Food and Drug Adminpistration in behalf of the consuming
publie, including these provided by S. 1552. In addition, power is needed to
require manufacturers to pretest therapeutic devices and cosmetic products for
safety before putting them on the market.

May I read also the text of a statement issued by the AFL-CIO
executive couicil during its Chicago meeting August 13-16:

We join with the DI’resident of the United States and the entire American
public in expressing our profcundest copgratulations and gratitude to Dr.
Frances O. Kelcey, of the U.S. Food and Drug Admini~tration, for her courageous

. persictence jn withholding approval of the dangerous drug thalidomide from the
general prescript:on market. Ier action, in the face of strong pressure for 1ts
relea«e, is in the finest trad:itions of public service.

It is a <ad com:ueuntary, nonethelers. that our present fo:d and drug laws are
sn inadequate that it takes heroiem to administer them properly in behalf of
the consuming public. Hopefully the story of the thalidoiaide tragedies will

: spur the Congress to enact much needed druc reform legislation in full and
undiluted form, such as the AFL-CIO bas supported ever since the facts alwout
druz indu<try practices became apparent from the exhaustive investigations
undertaken by the Sepate Antitrust and Monopoly Subcommittee, under the
cbairmanship of Senator Estes Kefauver.

The thalidomide episcde has served to highlight one of the very important
reries of complex and vital issues involved in the legi<lative projpo<als growing
out «f the Kefauver investizations. The safety of drugs is paramount and every
effort should be made to «ee that unsafe and new druzs ¢ not reach the public.
Fully adequate auimal tests should be required, as a matter of course, before
drugs< are u~cd even in Umited experimental amounts on human heings, and the
Food and Drug Administration s<hould be safeguarded from undue fndustry
pres~ures for ha<ty approval of inadequately tested drugs.

Additional safety measures needed Include more adequate factory inspection
powers, for the Food and Drug Administration, the enforcement of manufactur-
ing <«tandards, licensing of drug manufacturers, the addition of tests for efficacy
of new drugs as well as for safety, provicions for prompt reporting of adverse
side «ffects of drugs to the Food and Drug Adminictration, stronger authority
to remove hazardous drugs from the market and provicions for seelng that
pre<eribing doctors are fully and truthfully inforied as to the efficacy and side
. effects of drugs.

. Further. the zeneral concern for drug efficacy and <afety should not be allowed
4 to <idetrack the issue of the hich price of drugs. The prescription drug industry
P is «till reaping enormou~ profits from fts patent and brand name monopolies.
and charging excessive prices to the public for drug preparations. 8. 1552, as
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reported out by the Senate Judiciary Committee bas been completely stripped
of its original patent amendment provisions, which are the key to price reform
irs in thix industry. The bill offered by the administration in the Bouse of Repre-
ts, sentatives, H.R. 11381, is silent on this issue. We strongly urge the prompt
‘or adoption of adequate measures not only tu insure the safety and efficacy of
n- drugs, but also to bring down the bigh price of drugs.
T The only provisions in H.R. 11581 touching on the price problem
a- are sections 111 and 112 providing for the standardization of drug
al names and setting out specifications for the printing of the “estab-
of lished name” on drug labels. e fully support the intent of these
& provisions. Standardization of drug names and the specific require-
ments for their conspicuous placement on drug labels will aid both the
physician and the consumer. .
Hopefully, more general usage of the generic name by prescribing
ha hysiclans will be encouraged so that the consumer will not always
’ 1ave to pay the exorbitant prices commanded by the heavily adver-
e tised brand names. We berie\'e, however, that the bill’s provisions
on labeling should be further strengthene(i by extending them to ad-
vertisements as well, as is now being proposed in the Senate, rather
a than coniining them to drug labelsalone.
3 Very little really can be done, however, to bring down drug prices
. unless action is taken to deal with the patent monopolies which have
been estimated to encompass about two-thirds of all prescription
) diuzs on the market.

Mo-t of the mmendments to tie Food, Drugs. and Cosmetics Act
made by H.I. 11581 relate to health and safety issues. We are natu-
raily in accord with measures which will increase the effectiveness of
the protection afforded to the public by the act.

Certain of the proposed provisions have been highlighted by the
current thalidomide episode and also recent particular instances where
new prescription drugs were-actually released to the public without
any real knowledge of their dangerous side effects and later recalled
from the market only after considerable delay. MER 29 is a clear
example. We are aware of the steps taken by the Food and Drug
Administration to install more adequate controls over the testing
and distribrtion of such drugs. but we strongly support legislative
measures to buttress these regulations and to supply added authority
wiere needed.

The main amendments in J1.R. 11581 that relate to proper controls
over the relezxse of new drugs appear to be as follows:

1. Greater procedural flexibility for the Secretary of Health, Edu-
cation, and Welfare in acting on new drug applications;

2.\ requirement that new druz applicants keep records and fur-
nish reports on expericnce with new ({)mf:s both in the investigational
stage and afrer approval for the general preseription market;

2. Strengt}mne({ authority for the Secretary to remove approved
dries immediately from the market if they present an imminent haz-
ard to the public health. .

We believe these amendments are fully justified. We are not pre-
{mred to comment on the specific language in which they are drawn,
ut we hope that they will have the effect of freeing the Food and
Drug Adininistration from undue prescure in approving applications
and of enabling the arency to make 2 thoroush evaluation of the evi-
dence in behalf of each new drug.  'We fully subscribe to the need for
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4 reporting system on experience with new drugs and to the proposal
to enable the agency to withdraw unsafe drugs promptly from the
market.

We suggest further that the new regulations recently announced by
the Secretary of Health, Education, and Welfare, relating to the in-
vestigational distribution of drugs, be fully reviewed by this com-
mittee for possible additional legislative authority that may be needed
to make them effective. We understand, for example, that there is
some question as to whether the Food and Drug Administration has
author:ty o require animal tests before a drug is tried out on human
betngs. We think that such animal testing should be required and that
the Food and Drug Administration should clearly have whatever
authority it needs to enforce such a requirement as well as other re-
quirements relating to clinical testing.

Several other amendments in H.R. 11581 also bear significantly on
the safety and etfectiveness of drugs for human use. These amend-
ments include the following:

(1) Authority for the Secretary of Health, Education, and Welfare
to issue regulations establishing standards for manufacturing pro-
cedures and controls;

(2) Clarification and strengthening of factory inspection authority;

(3) Requirement that drugs be pretested for efficacy ;

(1) Certification of all antibiotics:

(3) Requirements for truthful statements in advertising; :

(6) Special controls for barbiturare and stimulant drugs. 3

In general we sapport these amendments and have onfy a few gen-
eral observations to make on them.

b 1. MANUFACTURING STANDARDS >.

Weo believe that the authority for establishing standards for manu- W
facturing procedures and guahty should be strengthened by a provi-
ston for licensing drug manufacturing establishments.

2. FACTORY INSPECTION

We understand that the proposed factory inspection amendments,
which would apply to all esta{;]islnnents under the Food and Drug
Act, have been criticized as giving overly broad and vague :mthorit}v1 3
for inspection. We think tlat the authority should be Broad enoui

to allow for adequate inspections, but that it would be wise to make
the authority appropriately specific, so that it will stand up in court
if challenged.

3. EFFICACY TESTS

We strongly support the proposal that new drugs be pretested for
eflicacy in addition to meeting existing tests for safety. In effect, g
this will mean that the manufacturer must back up his clauns as to .
what the drug will do. This is an essential measure to protect the
user of medicines against was<ting his money and delaying adequate :
treatment of his illness. Ineffective drugs are worse than usecless; B
they are actually dangerous.

It is important that the self-dosage, “over the counter drugs,” should §
L be covered, as well as prescription drugs, and we support provisions
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of the bill that would do so. These provisions should deal a virtual
deathblow to the viclous quack medicine industry which robs the
Asmerican publiec of hundreds of millions of do{]}ars a year. The
ordinary person Is in no position to evaluate such claims, and many
are easily led by distress to “try anything.” no matter how fantastic.
Our Government is nearly helpless in its battle to stamp out this dan-
gerous thievery. We cannot emphasize too strongly the need for
these provisions. .

As we understand it, however. efficacy will have to be shown only
if the drug is introduced or a new claim is made for it after the en-
actment of the law. This leaves many worthless drugs now on the
market subject only to the much weaker controls of the present law
which puts the burden of proof on the Food and Drug Administra-
tion in a court of law toestablish that a drug is not effective. We think
the Food and Drug Administration should be allowed to challen
the efficacy of an existing drug under the new suspension and with-
drawal procedures and to require proof of efficacy to be shown, at
such time. Possibly this is contemplated by the language of the eflec-
tive dates section, but it is not clear. and we think it should be made
clear. Otherwise, 1t may be many vears before we have a genuinely
effective Jaw that will actually keep worthless drugs off the market.

4. CERTIFICATION OF ANTIBIOTICS

We support the proposed provision giving the Secretary power
to require certification of batches of all antibiotics in addition to the
five antibiotics presently listed in the law. As we understand it,
many of the newer antibiotics stand In greater need of the certifica-
tion procedure than the ones already covered by the law, some of
whicl, in fact. might safely be decertified. Omssion of the newer
antibiotics, however. 15 a loophole which <hould be closed.

The provisions relating to record= and reports on antibiotics paral-
lel the proposed amendments relating to records and reports on ex-
perience with new drugs and <houll be enacted for the same reasons.

5. ADVERTIEING

The need for legislation to control drug advertising grows to some
degree out of the breakdown of the machinery for voluntary policing
of such advertising. which at one time was exerci~ed by the American
Medical Ascociation. Prior to 19535, drug adverticements in the Jour-
nal of the American Medical Association were scrutinized for ac-
curacy by the ascociation’s diug council. In 1935, howerver, a change
in policy ook place and cupervicion of advertising in the Journal was
taken over by an advertising eommittee. The recult was a tremendous
increase in drog advertising in the Jowrnal and other professional
publications which followed the lead of the Journal. There also
re~ulted a complete breakdown in the svaem of voluntary controls
over Jdrug wdverdising thereiofor e relied upon by the American Med-
jecal Association and the medical profession generally to make sure
that ~uch advertising was fair and truthful.

We strongly favor appropriate mea-ures to enforce truth in ad-
verticing by the drug industry.  We have heen greatly impressed with
the harm done by co-t]y and mi-leading advertising by the drug indus-
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try. Here, we have a real safety issue. Essentially the problem boils
down to (1) concealment of dangerous side effects of certain powerful
drug agents, and (2) exaggereated or unfounded claims for eflective-
ness of the drug.

The AFL-CIO takes the position that doctors should receive copies
of drug package inserts along with promotional material maileX to
them. In the case of new drugs, doctors should get a full statement
of all relevant findings required to be made under the new drug sec-
tion of the Food, Drug and Cosmetics Act. We understand that
rezulations to this effect have been issued by the Food and Drug
Administration, but the requirement should also be written into the
law.

We believe drug advertisements should include a proper warning as
to side effects, accorapli hed 11 whaicver ioay i, mo.! feacible, uuder
the supervision of the Depariment of Health, £ducation, and Wel-
fare, and a full and accurate statement of the efficacy of advertised
drugs.

These measures should do much to remedy the low estate into which
prescription drug advertising has fallen and to increase the protec-
tion of the public against errors inadvertently made by doctors on the
basis of inadequate iInformation. In view of the intense personal stake
that any sick patient has in the matter, the general public has the
right to demand that information going to doctors be truthful and
complete. We cannot be satisfied with anything less.

I"nder H.R. 11581. the advertising amendments would be adminis-
tered by the Federal Trade Commission through a broadening of its
G present authority for policing misleading advertising. We think

vour committee shonld give serious consideration to transferring this
authority, insofar as drugs are concerned, to the Food and Drug
Administration. as the move appropriate agency for this purpose.
: e have no special cominents on the proposed controls for barbitu-
rate and stimulant drugs other than to express our general position
i . in favor of such controls. We note, however, that while stimulant
! drugs are quite broadly covered, the sedative drugs are limited to
barbiturates. We believe that controls over sedative drugs should
be of similarly broad character. in order to prevent the bootleg market
from simply shifting over fromn barbiturates to some other type of
sedative.

Mr, Chairman. T would like to say. in behalf of our organization,
that we hope the precent Congress will maove rapidly to enact neces-
sarv legislation on drugs, which in our view includes price reform as
well as health and safety measures. The drug issue has been in the
forefront of public concern for over 214 vears. and rightly so. There
are those who may urge that legiclation not be passed in the present
atmosphere of an arouced public concern in the wake of the diselosures
as to the tragic effects of the druc thalidomide. But I suggest that
that opinion will be even more aroused if nothing is done or if token.
halfway measures are adopted. The usual atmosphere in which food
and drug measures come under consideration is monumental public
apathy, and perhaps the present interest seems remarkable only by
contrast.

The drug issue has been exhaustively explored. The passage of
time and the occurrence of new incidents serve only to confirm the
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need for action. We hope that action will be taken promptly. It
would be cruel and inhuman to delay this action any longer.

Thank you, Mr. Chairmuan, for the opportunity to be heard.

The Cuarmryax. Thank you. Mr. Biemiller, for your statement on
behalf of the AFL~CIO.

I do not know if you are aware of it or not, but these hearings de-
veloped a fact which many are aware of. There seems to be a great
deal of emphasis placed on the unfortunate incident of thalidomide,
and it was pointed out here a couple of days ago that under present
law this situation could have been adequately dealt with.

Now, no one has pointed out anything in the proposed amendments
how the arm of the Federal Government would be strengthened
insofar as that unfortunate experience is concerned.

So I think that at these hearings we must keep in mind what the
actual problem is in dealing with it.

I agree that the tragic and unfortunate incident of the worldwide
publicity and particularly the results in Europe from the use of
thalidomide has emphasized the general need for strengthening our
food and drug Jaws. I think also we should keep in mind that because
of this highly publicized incident, it appears that it is not affected by
thisbill at all.

AMr. Breymigr. Quite obviously, Mr. Chairman, the law in this
instance did keep the drug off the market, but it kept it off the market
because Dr. Kelsey simply refused to cave in under the pressures
exerted.

The Cuamryax. Because the agency and the ones responsible in
the agency did not approve it.

Mr. Bresmper. That is correct.

Mr. Dixcere. As a matter of fact, Mr. Chairman, I understand
that the history of this is simply that Dr. Kelsey was able to kee
thalidomide off the market so]e]ly by technicality, and that is by send-
ing back for additional information and by failing to approve the
claim, and that she actually had no basis other than her suspicions
which required her to keep sending the application back for additional
information.

And it was only by this technicality that she was able to prevent
certification of this drug.

The Cnamarax. The gentleman is rather familiar with the provi-
sions of law with respect to foods and drugs, as has been demonstrated
during the course of these and many other hearings.

But everyone knows, if the Food and Drug Administration had
failed to prove it, they could have gone to hearing on the subject.

I just point that out. I do not think we should go into something
that is foreign to this particular emotional problem to settle some
other question.

Mr. Roberts?

Mr. Roeerrs. Mr. Biemiller, T agree with you on this matter of
truth in advertising.

X am not too sure that I agree with you that this anthority ought to
be transferred. Tt would seem to me that the Federal Trade Commis-
sion has the authority—perhaps they are not uvsing it.

Mr. Bremriver. There have been a couple of cases in recent years,
as you know, Congressman; Doan’s pills, 1f I remember correctly, is a
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case that went through several years of litigation before an order was

finally issued. o A . .
You may be correct, and this is certainly not a major point that

we would be stressing.

What is in the back of our minds is the fact that an awful lot of
technical information is needed in judging the truth in advertising
in this area. )

" I would agree that if the Federal Trade Commission was function-
ing in a determined manner, it could draw upon the knowledge of
FDA. We simply throw out a suggestion that it might be prefer-
able to let an ageney that 1s expert 1 the drug field—the specific field
of eflicacy and the other problems relating to drugs and the side
effects that have been developed—pass judgment rather than one
that is primarily expert in the advertising fleld.

Mr. Roserta. I observe some of the TV advertising and it seems to
me that they make very great claims as to the cure and relief of cer-
tain matters that I have certainly a lot of concern about as to one of
the products that is being advertised, because I happen to know it is
a new field, and it is a field where, in taking the wrong thing, it can
irreparably damage the person who takes it.

I certainly agree with you that whether we put anything in this
bill or whether we simply stress in the report that attention should
be given to this matter and perhaps the two agencies could very well
work together, one supply the technical information and the other
supp]jy support where 1t i1s needed; but I certainly agree with you
that there 1s a dangerous situation in that field.

Now, to go back to your statement as to over-the-counter drugs,
I am one interested in what we can do about items such as aspirin,
turpentine, Viel's salve, and a lot of these things that I suppose may
not effect a cure, but perhaps they do aflord some type of rehef.

T am wondering if there 1s very much we could do.

Now, if we were to require prescriptions for this type of item, we
are simply driving the price very hgh. There are some types of
maladies or discomforts that aspirin does relieve.

Mr. Breaivrer. That is right.

Mr. Roperts. And that ave used many times by people without the
services of a physician.

I am wondering if you do not think we ought to leave that as is.

Mr. Bipyniicer. Well] let me raise a question there. Certainly I
would agree that most of the aspirin advertising generally adds that
if a headache persists, you should see vour p?\ysician, and so on,
which 1sall to the good.

But 1t happened that within the last weck or so I took a couple
of pills of a so-called superaspirin—I will not name it because it
would not be fair. 1 mentioned this to my doctor, whom I visited
only vesterday on a couple of matters, and he said: “You should not
be taking that.  That is going to have an adverse effect on you.”

Now, this is another preparation that is seld right over the counter.
You can buy it in any drugstore in America.

1 just raise this as the kind of thing that bothers us. I am not
saying that it is an easy, simple problem. I know shat is bothering

you.
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I have, in one way or another, been connected with attempts to
pass legislation in this field for about 23 years, and 1 am reasonably
familiar with the problems involved.

But this is what bothers us. T am sure you are aware of the ab-
solutely worthless medicines that have been, and in some cases are
still being, sold. I remember in my youth a preparation that was
sold rather widely and became a quite desirable medicine durin

rohibition days called Peruna, which was prune juice and alcohoE

t probably did not do anybody harm, but it did not do them any
good, except that it was a way of getting a little alcohol during
prombition days.

This 1s the kind of problem that concerns us here, and I think that
at a minimum the proprietaries ought to be required to show the
efficacy of their drugs before being allowed to proceed as widely as
they have been.

T mean, in the case of aspirin you have proven facts that for certain
kinds of things aspirin is very valuable. Of course, if we got into
the price of aspirin, I might have something to say on that, but I
realize that is not a subject before this committee.

Mr. Chairman, may I say, parenthetically, that I am sure you
understand our attitude on this, We are expressing our concern about
the high prices of many drugs, but we realize that this committee
cannot have a direct effect upon that problem.

Mr. Roserts. Iappreciate your statement, Mr. Biemiller.

Mr. Chairman, thatis all I have.

The Cuasrraax. Mr. Schenck?

Mr. Scuexck. Thank you, Mr. Chairman.

I have been very deeply interested in Mr. Biemiller's statement,
because T know he has Lad such a longtime interest and close con-
nection with this problem.

Now, on the first page of your statement, Mr. Biemiller, you say:

Here we bhave an industry that tried its utmost to bulldoze a dedicated
Government employee into giving a clearance on a drug that the einployee
su-pected was dangerous.

Do you feel that it is fair to indict the whole industry? I mean in
your own field of labor relations, would you want to indict the entire
labor field because of some action by a given group?

Mr. Biesieier. T think pos<ibly your point is well taken, and if we
had said the pressure came from one drug company, it would have
been a more accurate statement.

I have in mind, as I am sure you know, Congressman, the long
factual statement put into the Congressional IRecord by Senator
Kefauver of the attempts to pry this drug loose which I§r. Kelsey
resisted.

I think your criticism has merit, and you are right: that we prob-
ably should have veferred to the company rather than to the industry
as a whole, although T think you will find other instances that have
not been made public in the way that the thalidomide situation has
been.

Mr. Scurxck. Tappreciate that statement.

Now, Mr. Biemiller, speaking only for myself, as a member of this
committee, 1 am deeply (‘le&irous that safer diugs, medicine, and medi-
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cal preparations are made available to everyone who needs such help,
at a price that they can afford to pav, and from which they have
every right to expect they will recerve this help.

So we here in our hearings this week have been trying to develop
the necessary information on which to make a legislative judgment

Now, I am sure you know, for example, the Eli Lilly Co., which
is highly regarded as a pharmaceutical manufacturer. Its President,
Mr. iieesley, testified that they would this year spend from $20 to $21
million In research alone, and in further questioning Mr. Beesley,
I asked him if the improved manufacturing methods which they
developed through their research and so on, if this is not also reflected
in a lower price of their products, and he said very definitely it is;
that they have had a considerable number of downward revisions in
prices.

He mentioned one drug that I mentioned to him, the drug insulin,
which has heen extremely important to many, many people.

Mr. Beesley and the Eli Lilly Co. manufacture that drug, have been
one of the Jeading manufacturers of that drug.

He said this: That in about 40 years, since they first introduced
insulin—

We have had 13 price reductions during that period and that the current price
is about 6 percent of the price that prevailed in 1922,

Now, T would think that this indicates that the industry is trying
to bring the costs down even though they have got to recapture their
research costs. would you not agree?

Mr. Biesureer. Certainly thev have to recapture their research
coste, but the fact does remain—and I think the evidence has been pro-
duced—that this industry, as an industry, is still showing the highest
return of any industry.

There have been specific caces shown of drug prices that have not
dropped to any appreciable extent.

You were referring, of course, just a moment ago, to a drug that has
been an the market for a goed length of time, as to which it has been
possible to learn new methods of nass production.

I realize that our concern with the high price of drugs is a problem
that this committee it~elf cannot handle: T am fully aware of this be-
cause of my experience a< a member of this committee and my knowl-
edre of the care that members have alwavs exerciced in these matters.
I believe this commitiee 15 doing 1ts best to find a solution to the drug
probleni: hence, T regiet vou cannot really attack this price question.

I think that you will find, if vou look into it on vour own, from the
evidence that vou can pick up from the Kefauver hearings, from just
wood, bacie, «andard reporting services like Standard & Poor’s, that
the industry as a whole is still getting the highest return of any in-
du~try in the conmtry.  This is ~omething that T think you ought to
take into consideration.

Novw, if cross-licensing, which the Kefauver original proposal called
for and whieh the Celler bill calls for, were provided for, I think we
could immediately drop the prices of some of these drugs.

Mr. Scuexcex. 1 appreciate the gentleman’s point of view on that

We had a gentleman here. a professor in business administration,
who tried to draw some parallels between what has happened in this
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ently there is a pretiy striet control and planned economy in Russia. ¢
g We have also hiad other witnesses who stated unequivocably that the <18
(e advanced and scientific medical treatment, the kind of drugs and so
E on that we have developed und are receiving in this country is far e
By ; superior to any other country in the world. 1

. Tt would seem to me that our committee must do everything it can 3
to insure safety and effectiveness of drugs. ample drug laws, inspec- :
tions and all that, to protect the public interest and health and we are
already receiving in this country the very best medical attention and .
drugs of anywhere in the world, and life has been prolonged quite a -
b span as a result of many of these discoveries.

4 So we must al<o, somehow or other, Jeave enough leeway here to
] encourage research and encourage incentive and encourage an oppor-
. tunity to develop new drugs and new methods and new medical ways
L of doing things. -

* 4 ‘ Now, again, we had Mr. George Cain, who is president of the Abbott

3 Taboratories in north Chicago, and Mr. Cain testified, I believe, that

A 3 his company will spend some £11 million in research this yvear, and that
o : their a(}vertising budget for this year i1s about §2,275,000.
) So it would seem to me that thev are not going clear overboard in
: their advertising.
8. I wonder 1f you cared to comment on that, Mr. Biemiller, because
vou indicated in vour statement vou thought a disproportionate
: amount is being used in advertising. :
" My, Bresrieerr. This is still our opinion. '*'
3 - On the research question. certainly we want research done. '{
: v I would just like to point out, however. that some of the most §
Kk : important drugs of modern times have not come out of the research ,
.3 done by the driyg companies: they have been financed by funds supplied i
either by the Government or by public subseription. the various foun- M
dation type of operations. T hate to think what the prices charged
for some of the drugs that have come out of rovernmental or founda-
tion research would have been if they had been developed by private
industry.

You have to weigh all of these matters, I think, one against the
other. .

Mr. Sciiexck. Mr. Biemiller. T could not agree with you more as
to the outstanding scientific contributions made by National Institutes
of Ilealth and other portions of the Public Health Service. They
have contributed tremendously to the knowledge. growth, and ability
of the science of medicine and the treatment of people who are il

We have a chart here precented to us by the Proprietary Associa-
tion. which states the <ource of the information is the T7.S. Bureau of

4

. L . i

4 country, for example, and what is happening in Russia, and appar- ki
t

}

'y 4 Labor Statistics.  This chart shows that between 1940 and 1960
) ] rackaced medications have gone up 30 percent : housing has gone u
E 5 - T2 percent : services, 111 percent : foods. 150 percent : wearing apparel,

166 percent.

So, on the basis of that information from the Buwreaun of Labor
Statistics, jt would seem that.the drug industry as a whole is making
a rather good comparison with other living costs, woull you not
agreef
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Mr, Biearinerr, May I ask our economnist to comment on this matter?t

Mr. Scnexck. Surely,

Miss Drarrr. I have not been studying particularly the prices of
proprietary drugs: T have been more (on(emod about the prices of
prescription d!urr% 1 think however, vou would have to take Into
account the level from which the prices start.

In other words, you Liave the ~ltuation where prices fail to fall when
they ought to. M tybe thq do not go up much, but they are very
high to l)e"m with. Tt is a hule mx\lmglnm to rely wholly on the
pelcent wge of increase over a given period, unless you take into ac-
count tlle level at which the I)H( es st.ut and wlhether those prices may
be unreasonable in themselves.

1 think this was the pa'ut that wee made in the cace of preserintion
dmgs. You have an enc. mous ~presd bereen . ost and piice, and the
price does not drop : maybe the price does not go up either, but it would
not be altogether a disproof of excessive prices to use this type of
chart.

Mr. Scuexck. Miss Draper. I think vou have a very deﬁnite point
there, but, again, and I am not defendnm any exorbitant price that
is char zed for any drug by any nmnnf‘\ctmel I think these safe and
eﬂ'ectne drugs ought to be made available to people who need them
at a price tll(’) can afford to pay-

My doctor recently told me. for example, that he could prescribe
a drug which would De expensive in « given instance, but which would
save a 4-week, ordinarily 4-week, stint in the hospn‘ﬂ and consequent
loss of thue Trom work.

So, while the price of the drug may seem to have been high, the
overall cost of health may have been reduced by the use of that drug.

Mr. Biemiller, vou dwelled at ~onse lenigth on adv ertising, and that
15 one that concerns me also a good bit hecause of the question of print-
g all of the «o-called conta aindications and side efiects and so on in
medical journal advertising or any other type of advertising.

The testimony we have received here from the ph: armaceutical manu-
facturers is to the effect that the doctors are given full information by
extensive brochures on the medicine that is homv proposed, the com-
pound, and I thimk yvou also indicated, Mr. Blemlﬂer that sometimes
one compound ill react one way on one person. and the same com-
pound will react another w ay on another.

Therefore, 1t 1~ 2 medical judgment of the doctor as to whether he
should nee XU Y, or Z brand, where perhaps thie -ame active ingredient
mn the (‘ompmmd with perhiaps diflerent inert material, blndm" ma-
terial, ar whatever vou might want to call it is in there and this may
affect mdnl(lu‘ﬂ\ differently.

What 1s vour feeling on that 2

Do you <till think that they ouglit 1o publizh all of these contraindi-
cations and the side effects and ~o on 10 all the medical journals?

Do vou think that would he inthe public interest ?

Mrl Bresemrer, May T oagain call on Miss Diaper, who has been
reseatching thismatter L\iherrhmouw})]\

Miss Drarer. I do not know that we would want fo testify as to
exactty what should appear ina drug advertisement.

We would think that the Food and Drug Administration should
work thisout in ~ome practical munner.
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T think that, in substance. what is propo<ed is to have proper warn-
ings in advertisements, as to side effects and contraindications.

We would certainly want them in there if it is at all feasible and
practical. )

Tt isa matter of working ont. it seems to us, exactly how you do it.

Mr. Senexck. Lappreciate that.

I just wunt to point out.and I hold them in my hand, for instance,
these are printed exhibits which were given to the committee for the
commiittee record.  These are reported to be—these booklets are pro-
vided by Abbott, for example—rthese are purported to contain com-
plete information for the doctor, scientific information. showing all
of the side effects. the dosages. and the chemical makeup and molecu-
lar construction and evervthing elee of the<e various remedies.

It is my under~tanding that all of the pharmacentical companies do
this same procedure with the doctor prior to the so-called detail man
or salesman calling on the doctor.

Do vou feel that this is u <ufficient type of information, or do you
think this or additional information ought to be included as a full-
page-or-moread’

For insiance, T sav vesterdiy in a doctor’s book © o-thirds of a
pige on one drug i »rder to deseribe that drug.

Now.shonld that he Included inadvertising ¢

Mr. Disevn, T guess the })mb]em 1« that an adverticeiment generally
just <tresees hov mood the a1 and <o forth and <o or without any
warnangs ai allyand o wor Jdbe womacor of ~ome practical method of
actiingracioss due cavtions.

Some of thece deceriptions of diug eflects, and so forth, T under-
stand, run to 40 pages. and this is olnlousdy not practicable.

We think there should be an oflect. <hall we say. 1o the prvchlogical
effect of un advertisemert that is all ahot a whiz-bang new drug, but
which gives no inklirgas to cantions to he observed.

You might wir somehody over with an advertisement so thor-
oughly that Lie will not Jook a1 the brochures quite the way he ought to.

Mr. Scnexex. I oaan well apmeciate that position, Mies Draper,
beeause my mother., blese Ler heart. would listen to the radio programs
and read newspaper advertisements and say. “Now, that sounds
exnctly like T feel und that1s what T onght to get.”

So 1 know that that isvery luportant.

Mr. Chairman. T think Mre. Biemiller and his accodiates have made
a very fine contribution to the<e hearings.

The question of using generic or chemical names on drugs is quite
a diflicult problem for the reacon that many generic and chemical
nunmes are very Jong and involved. and aleo the package- are relatively
simall, and thete i come question whether or not an ubbreviation of
some <ort that ie agreed npon in the medical profession would not
do just as well.

And there 15 come quection i the minds of many of us as to
whetlier or not that would actually produce a Jower co~t in the diug.
Now, do you have any evidence to the contrary, Mr. Biemiller?

I have 1cad Senator Kefauver's statements und have followed that
quite clocely.

Mr. Brevrrig. In the cemitherapeutic field, for example, T have
recent]ly run into a situation where a iather high-powered vitamin, in
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exactly the same structure, is advertised under three different names

and at three ditferent prices. All three products consist of exactly

the same compound.
Nox, the question is—each one has a name, X, Y, Z—if the doctor /
rescribes X, which is the most expensive one, it is pure happenstance E

1f the person finds out he can get exactly the same thing as Y or Z,
which are much cheaper. ;
This is the kind of thing that is bothering us here, sir. 3
Mr. Sciexck. Mr. Biemiller, how would you reach, legislatively, R
the problem of asking the doctor to prescribe any certain drug? . .
The doctor dves not get a commis=ion, 1 do not believe, does he? b
Mr. Bieaucirr. I hope not, not if he is an ethical doctor, and I d
think most doctors, practically every doctor, is an ethical doctor.

Mr. Scuexck. I would think so. ]

A doctor. as I understand it in my discussions with some of them, 5
has developed a certain degree of confidence, faith, and assurance with .
a given company because of his acquaintance with the quality control :
and scientific ability of that company, and so they gravitate to the
idea of prescribing N-named drug.

Perhaps you buy an Arrow shirt instead of another shirt, and
}wrhnps the cther shirt is made exactly the same with a different

abel on it. 5
How would you get at that, legislatively, to require the doctor 3
to say:“I want this or that™? =
AMiss Drarer. I do not think you could require the doctor to do
this. A
T think that if this bill is enacted, the doctor might feel safer in
preceribing by generic name. Nany doctors are conscientious about .
taking their patient’s pocketbook into account. if they can, and this
bill would certainly make it easier {or them to do so. A

You would have a much more uniform quality of drugs assured,
with efficacy assured and procedural controls established over mana-
facturing operations all of which are provided by this bill.

So I think the bill would encourage more general usage of generic
names.

I do not think you would cure the problem entirely, sir.

Mr. Scuexck Just thisone guestion, Mr. Chairman

There would be nothing for the doctor to use the generic name and

| right after it sav Abbott, Parke Darvis, what have vou, would there? 3
s ol Miss Drarer. If he felt strongly about it, I suppose he could still 5
1 dosoj;yes. S
L | Mr. Scuexck. That is all, Mr. Chairman. 3
i j Thank vou very much, and thank vou, Mr. Biemiller and Miss i
B Draper, for vour fine help. g
K The Cuatryax. Of course, the problem there is that the doctor 3
.1 writesin a way that nobody can read it anyway. 2

& Mr. Scirexck. May T just inake a little comment there. A friend 3

that I met vesterday thouaht that we should develop a regulation re- b

quiring doctors to make typewritten prescriptions.
Mr. Dixorin. Orteach them to write. :
The Cramrvax. Sometimes you do not krow whether that is the 3
reason or whether they are using Latin terms or Greek terms. and then,
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of course, if you get into that field, everybody has to take Latin or
Greek.

Mr. Friedel )

Mr. Frieoer. Mr. Chairman, I listened to every word Mr. Biemiller
said in his statement, and I was very much impressed.

- I am not going to get into the price end of it because another com-
mittee has that jurisdiction, but I am impressed about this statement
onpage3: .

’i’he safety of drugs is paramount, and every effort should be made to see that
unsafe new drugs do not reach the publie, and fully adeguate animal tests sbould
be required.

I hope the committee will pursue that further. Before any experi-
mental drug is marketed. that it will have been adequately tested on
anjmals, and that when experimental drugs are used on humans, they
will get permission from the patient before they are used.

It can be done in a lot of ways.

T imagine the doctor can say :

“I have tried everything else, and it has not worked. There is a
new experimental drug that might help. I would like to have your
permission before I give you thisdrug.”

T hope that will be included in this%ﬂL

You have been very patient, but it is 12:30, so I will cut my state-
ment short by saying that I wholeheartedly "agree with that part of
your statement.

Mr. Bieyaiier. Thank you, Congressman.

The Cirarryax. Mr. Thomson ¢

Mr. Tuoysox. Mr. Chairman, I would like to ask Mr. Biemiller a
question that T think is related to this price problem.

You have said very little really can be done, however, to bring down
drug prices unless action is taken to deal with the patent monopolies
which have been estimated to encompass about two-thirds of the pre-
scrintion drugs on the market.

Now, this committee has before it and will concider next week at
this time a bill known as the quality stabilization bill, which will deal
directly with the price that is paid for drug products as well as others.

T would like to inquire whether you appeared before the subcom-
g}liltltee of this committee either for or against the quality stabilization

i1l

. Mrl’).-]?n:nmu:n. The AFL—-CIO is opposed to the quality stabiliza-
tion bili.

Mr. Trodsox. You think that bill should not be enacted ?

Mr. Brexrier. This has been a longstanding position of the labor
movement.

Mr. Troymsox. Could you prepare a set of standards that would be
used or misht be suggested to determine the term “eflicacy” or
“efficacious™?

Mr. Bieasiier. We think that the Food and Drug Administration
could do so.

Mr. Tuomsox. You have none to suggest yourself ?

Mr. Bieyiceer. 1 would not presume, as a layman in this field, to
try tolay out standards or definitions in this area.

I know what the phrace means to me as a layman, but that is an en-
tirely different matter than the point you are raising.
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Mr. Tuoxson. Is it not the problem that it means something dif-
ferent to everybody?

My, Bresinres. But I think somewhere there has to be a standard
created, and I think the Food and Drug Administration would be the
proper agency to do that. )

Mr. Troysox. You would like to have them determine whether a
drug isefficacious or whether it isnot ¢

Mr. BiemiLLer. Quite so.

Mr. Trioxsox. Did vou read all the advertising on those pills you
took the other day !

M. BreMriLer. Yes.

Mr. Tuomsox. Youdid?

Mr. Bremnieer. 1 did.

The Cuamaax. Isthat the reason you took them?

Mr. Bremmper. No.

T took them, Mr. Chairman, on the same basis that so many people
take pills.  Somebody said, “This will take care of the bad headache
you have got.”

I had a sinus headache. and T pray you do not have them, but if
you do, vou know vou feel the top of vour head is going to blow off.

1 have a prescription drug for this problem which I, unfortunately,
had left in Washington. I was in Chicagzo when this happened.

1 1ead the advertising. Al the advertising said was it was better
than aspirin. as a practical matter: the advertisement was a little
longer than that, but that was the basic statement on the little box.

AMr. Taor~ ~. T have no further questions. Mr. Chairman.

It dictuibed me to hear in the testimony this morning that Mr.
Biemiller was «till, afrer all of these many vears, in the need of some
pills occasignally.

T have known him for a long time, and T had hoped that he had out-
grown thisneed.

Afr. Bicayowper. Unfortunately. Mr. Chairman, I am afraid sta-
ti~tics <how that the older we zet, the more likely we are to have to
take pills.

The Cramyax. You mean the more likely we are to come to a full
realization in our own mmds that a pill will do us good.

I thought Mr. Schenck wonld ask you further about the informa-
tion precented by one of the witnesces with reference to prices, since
vou did get into that, and which interested me.

It <howed liow prices rose from 1940 to 1960, packaged medica-
tions up 30 percent; housing up 72 percent : all goods and services up
111 percent : foodsup 150 percent.

Do you agree with that ?

Miss Drarer. We have no way of disputing the figures at this point.

T think we did respond on thi= point. I said that T did not know
about the proprietary medicines.

The Cuarrxrix. On behalf of the commitiee let me thank each of
vou for your appearance here and the contribution you have made
to this hearing.

Mr. Bieyirerr, Thank vou, Mr. Chairman.

Weappreciate the oppor inity to appear. -

The (Ln urnaN. Our 1o o collengue, Harry L. Towe, advised me
that he will he unahle to ne here tomorrow, when he is scheduled to
appear. He would jike to include a statement in the record.
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STATEMENT OF HARRY L. TOWE, GENERAL COUNSEL, MEDICAL
ECONOMICS, INC.

Mr. Towe. Yes, Mr. Chairman.

It is a statement of Mr. William L. Chapman, Jr., who is the chair-
man of the board of Medical Economics, Inc,, pubiishers of medical
journals and books. I would appreciate having permission to insert
that statement in the record.

The Cuirraax. Very well, we will be. glad to receive it. It may
be included in the record at this point.

(The statement referred tois as follows:)

STATEMENT OF WiIrLiay L. CHAPMAXN, Jr, o~ SecTioN 131 oF H.R. 11581

My nawe is William L. Chapman, Jr., I am chairman of the board of Medical
Economics, Inc, publishers of the following medical publications:

Medical Economics -+ A medical journal which circulates to all active practicing
physicians and osteopaths in the United States. Thicisa hiweekly journal which
has been published for 39 vears apd the circolation is approximately 193,000

Physicians’ Des<k Reference: An annual reference book with guarterly supple-
ments which makes available essential prescription information on major pharm-
aceutical praperties, biologicals, and antibiotics in convenlent reference form, and
bas been publichied for 16 years. The 1962 edition of “Physicians’ Desk Refer-
ence” has the following approximate distribution and circulation:

MI>’s and DO's in active private practice___ . __.___.____. __.______ 192, 000
MD's in U.S mihtary hospitals (U.S. and abroad)___ _— 7, 000
Hospitals____ . _____ . - 23,000
Residents and interns__ . __ . __________—_ - 42,000
Senior medical students - 7, 200

Miscellaneous (including Federal and State food and drug officials,
State health officers, medical and pbarmacy schools, nurses, dentists,
industrial clinics, hospital staff phreicians, pharmaceutical manufac-
turers, and foreign ) .o e T4, 800

Total e 360, 000

Riss: A monthly medical journal circulating to over 31,000 residents, interns,
and senjor medical students.

RN : A monthly journal circulating on a subscription basis to approximately
165,000 registered nurses 1n active practice throughout the United States.

On bebalf of “Medical Economics ’ and its affiliated pubbications I would like to
present our pocition on Section 131 of H.R 11381,

This section proposes to ampend the Federal Trade Cominission Act to require
that all advertisements of prescription drugs contain a conspicuous, full, and
accurate statemment of the efficacy of the drug, as well as a conspicuous and
truthful disclosure of the drug’s forwoula, side effects, and contraindications.
In addition, section 131 authorizes and directs the Federal Trade Commission to
prescribe such rules and regulations as may be necessary to administer the new
provisions.

A fair conclusion to be drawn from the propo<als in section 131 is thut the
sponsors of the legiclation are under the impression that physicians in presecrib-
ing for their patients rely almost entirely upon information provided in medi-
cal journa) adverticements. This is ap inaccurate assumption.

While all of us will agree that before a phreician prescribes any drug
be should bave as much information as is available indluding the composition,
action and uce<, sdministration and dosage, the side effects and precautions, and
the coptraindications, it chould be empha<ized that this information is provided
te the physician in many different ways other than through journal advertis-
ing.

The physician receired a wide range of information Qirectly and indirectly
from the pharmaceutical manufacturer which enables him to intelligently
pre<cribe a drug. In addition to that source of information, there are over 400
medical jourpals published in the United States for approximately 235,000
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physicians. These publications range from the small county medical bulleting
and specialty journals to the larger therapeutic publications. The vast majority
of medical journals are supported mainly by advertising of pharmaceuntical
products and a large portion of this income is used to support editorial staffs
which either prepare orizinal therspeutic, scientific articles, or review and pub-
lish rubmitted material from clinical researchers. These articles are of great
value to the practicing physician in bringing to his attention the latest develop-
ments in drag therapy.

/ In addition to the information provided by the manufacturer and the informa-
tion contained in therapeutic articles published in medical journals, the physician
has available to bim many sources of accurate information with respect to
the specific use of prescription drugs. Among the recognized drug directories
which rurveys show are in constant use and relied upon by active practitioners
are “Merck Manual,” “Phyeicians’ Desk Reference” and “New Modern Drug
Encyclopedia.” These reference books substantially provide detailed informa-
tion which section 131 proposes should be included in all journal advertising and
these books are available to all physicians and are actually used by a very high
percentage of practicing pbysicians throughout the United States.

A=< a re<ult of our experience as publishers of medical journals, we are certaln
that the purpose and function of advertising prescription drugs in medical jour-
nals are as follows:

(1) To announce the availability of a new drug indicating the disesse
or diceases for which the company has been given Federal Food and Drug
Administration approval to market the drug;

(2) To inform phreicians of any additional usages of a drug discovered
after the product has been on the market for some time;

(3) To remind physicians of the availability and merits of a drug about
which they alreads poscess detailed written information. Thus, the pri-
mary function of medical journal adrverticing is designed to announce, to
inforri. and to remind.

We should like to empha<ize that we agree fully with the view that before a
phycician prescribes a drug. he should have all of the information which he
rreeds readily available to» him  We think, however, that after the cotmmittee
has fullr evplored the suhject, it <hou'd conclude that medical journal adver-

Vv ticing is not the proper mediuin through which to attempt to provide this infor-
mation, and we think that the committee can also conclude that all of the infor-
mation which section 131 requires to be in journal adrertising is pow readily
available to all phreicians through the various otber media which we have
referred to in this statement.

In the final analr<ig, the phrsician is the one who prescribes and the one
upon whom a patient relies, and we arc firmly of the opinion that the physician
dizcharges his obligation to properly inform himself before prescribing for a
patient.

We are opposed to the proposals contained in section 131 because we do not
think ther are neces<ary nor do we think that they will actually serve their
intended purpo<e. We think, howevel, that the present law could be amended
to require all adverticing of prescrintion drugs to include a statement advising
the phr<ician that “Before prescribing vou <hould secure full and complete
information by referring either to the manufacturer’s literature, the officially
approved product brochure, or package insert.”

/ Mr. Towe. I would also like, if T may. to make available for the

committee files a publication of ours which is known as “Physicians’
Desk Reference,” which is in the hands of every practicing physician
in this country and also circulates to hospitals and others. It is re-
ferred to in the statement.

. It is a book that contains over 2.000 descriptions of pharmaceutical
products. those which must be obtained through prescription, and is of
great value to physicians.

It might be of some help to the committee determining whether or
not. on this question of advertising, complete information is presently
in the hands of doctors.

Rt ogl

o



VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT 7

DRUG INDUSTRY ACT OF 1062 475

If I may make that available as a part of the committee’s files, not 1
the record. ‘
The Crarymax. We will be glad to receive it for the files for infor-
mation of the committee.
Mr. Towe. Thank you, sir.
The Cnamyax. A few days ago I received a communication from
our colleague, Mr. Bolling, of Missouri, who brought o the attention
of the committee the statement from Dr. Rudolph Seiden, vice presi-
dent of Pharmaceutical Research and Control, Haver-Lockhart Lab-
oratories in Kansas City.
I would like for the statement to be included in the record at this
point and for a copy of it to be forwarded to the Secretary of HEW
with the request that he give us his comments on it at an early date.
{The documents referred to follow:)

ProPOSED AMESDMENT T0 THE Foop, DeUG, AND CosMETIC AcT's NDA SecTioN 505

i b ARty 4 S0

“From the provisions of section 505(a) are exeinpied compounders of drugs, H
provided the manufacturer of a basic drug possesses an effective NDA which in-
cludes formulations of this druz such as tablets, solutions, ointments, or powders,
plain or mixed with other drugs.

“The manufacturer is obligated to sell the basic raw material only to drug
compounders who are equipped to follow all requirements of production, control,
and labeling contained in the NDA with re<pect to the various do<age forms.

“The NDA bholder and his customers, who mu<t €ign 2n agreement stating that
they will ob<erve the requirements stipulated by the FDA, are both responsible
for oYserving them.”

Such an amendment would (1) save the FDA many thousands< of working
hours & year by making it unpecescary for it to repeatedly review NDA's or
supplemental XDA’s for the very same drug; (2) <ave ipdustry the often high
cost of (repetitiousiy) gathering data needed for an NDA and avoid tbe some-
times tremendous lo~c of time neces<ary to clear an NDA: and (3) make it
possible that the public obtains better, newer drugs faster and at lower prices
since the compounder would he able to omit from his cost calculations the often
bigh expenses for ohtaining an NDA.

Erven if, in addition. a public rulemaking procedure would have to be devised
tkat would give the FDA authornity to prescribe manufacturing standard< and
labeling for the finiched products—similar to the like rerulations concerning
antibioties and (particularly veterinary) insecticides and disinfectants, it would
still be & great advantage over the current slow procedures which waste time,
moner, and energy of a multitude of firms compounding the very same {or very
similar) drugs.

Rrvorrn Srrpex, CH. E, D. Sc,
Haver-LoCKHART LABORATORIES,
Vice President, Pharmaceutical Research and Control.

ProprosarL For CHANGE Ix NDA PPROCEDURES

I am speaking for Haver-Lockhart Laboratorles, for 42 yvears one of the leading
manufacturers of veterinary pharmaceuticals and biologics, and for many of my
colleagues in this industry when I state thut we bave found it increa<ingly diffi-
cult throughout recent years to develop new products to he marketed eco-
nomically. In fact, it often becomes prohibitive for us to spend the amounts of
money currently needed for testing pew veterinary drug preparations since the
<c0st may run into four and five firures. Thus, progress is being hindered and it
becomes more and more nrobable that effective and safe new drugs will become
available sooner in foreign countries than in the United States of America.

Not only the high costs of determining tissue and milk residues in Iarge farm
animals are the cau<e of exhorbitant expenditures, neces<ary for preparing new
drug applications (NDA's), but—even more important—the repetitious testing
and (supplemental) NDA submission requested by the FDA from each com-
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pounder who intends to use the new, already NDA-approved, drug in the mana-
facture of an identical pharmaceutical prodoct.

Registration of antibiotic preparations and of insecticides, once approved by
the FDA and the USDA, respectively, can be obtained easily from any (legiti-
mate) compounder. Why, then, the great difficuities and great costs and time
losses with respect to pharmaceuticals?

No doubt g tremendous saving of money. time, and efforts for both the FDA
and industry is possible by changing the NDA regulations so that only the manu-
facturer of the ba<ic drug (raw materials) has to obtain it. He should be in-
formed by the FI'A, once and for all, of any conditions the compounders of
pharmaceunticals have to fulfill when they wish to add the item to their lines, be
it ag i’ or with minor changes as to color, taste, and mavbe in combination with
other simple, old-established and compatible drugs or inert materials. Jf the
compouander does not follow through, the basic manufacturer (and NDA holder)
has to stop selling the raw material to the offender and the FDA can act in
accordance with the provisions of the law.

What does this proposed change awmount to?

To give an example, such a change would make it necessary for Merck or
Cyanamid or a firm X to supply all the information needed to prove the safety
and efficiency of a new basic drug, say the sulfonamide 8. The bundreds of large
and small (human and veterinary) compounders of pharmacenticals who may
wish to add § tablets to their lines could do so without each one baving to first
submit lengthy NDA's which require each one of them to undertake much un-
necessary experimental work and even more unnecessary paper work. Al that
the<e corwpounders should bhave to do is to sign a2 form supplied by X in which
they declare that they will follow the FDA's specified provisions concerning label
text and production aud control procedures. Any major variation the com-
pounders might wish to make in formulations or indicatlons, naturally, would
have to be cleared with the FDA; but those who want to bring out & simple §
tablet could do so without baving to loce months of time waiting for n deci<inn
{rom the FDA.

The saving of time and moner by dozens, if not bhundreds, of finus wounld
Lenefit the public which, thus could get new drugs much faster and probably
#1 lower coste, without sacrifice of their safety and efliciency. Anc the FDA
would nat be overworked, but would have 1oore time for work other than study-
ing countless supplemental NDA’s and exchauging much correspondence with
the individual compounders. Most {f not all of them are reputable firms; to
those few which are not reputable, X would not sell, especiallr if he is made
responsible for the complinnce by his customers with the FDA's provisions re-
garding S.

RoporrH Sznex, Ch.E.. D.Sc.

DepARTMEXT OF HEALTH, EDTCATION, AND WELFARE,
Foop AXp DRUG ADMINISTRATION,

Washington, D.C., August 27, 1962,
Hon. OreNy Hazrzis,

House of Represcntatives,
Washington, D.C.

Drar Mr. Harais: This Is in reply to your letter of August 11, 1962, regarding
& praposal of Dr. Rudolph Seiden to change the new drug application procedures.

The present new drug procedures were designed in part to prevent drug resi-
due< in man's food It is well established that the improper use of drugs in
food-producing animals may leave hazardous residues in meat, milk, or eggs to
be consumed by man.

If there were a (hange in the new drug provisions with respect to veterinary
druzs, the same degree of control would have to be exerciced. The same scien-
tific groups {n the Food and Drug Administration that now ou<ider requests
for approval of the uve of drugs in veterinary products—the veterinary medical
officers, the medical officers. the pharmacologists, the chemists, and others upon
occasion—would need to review the request.

We are continually striving to stmplify the administrative procedures involved
in bandling veterinary new drug applicetions, and believe we bave been making
worthwhile improvements.

If Dr. Seiden wishes a relaxation of present substantive requirements for
clearing new drugs for safety, we would have to oppose the change. We doubt
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an amendment of the law is needed to permit administrative improvements
the need for them becomes apparent.
With hest regards.
Sincerely yours,

Jonx L. HarveY, Deputy Comnusgioner.
The Cuamyan. The committee will recess until 2:15. We have
wone lonrer than we intended. but we will be back at. that time.
(Whereupon, at 12:30 p.m.; the hearing was recessed, to reconvene
at2:15 p.m., of the same day.)

AFTERNQON SESSION

The Citamsrax. The committee will come to order. )
The first witness this afternoon will be Dr. Lloyd Miller.
Dr. 2liller.

STATEMENT OF LLOYD C. MILLER, DIRECTOR OF REVISION, THE
UNITED STATES PHARMACOPEIA

Mr. Miccer. Mr. Chairman and memnbers of the committee, my
name is Llovd C. Miller and I reside in Westchester County, N.Y.
My academic training leading to a Ph. D. in 1933 from the Uni-
versity of Rochester has been in biochemistry and in pharma-
cology. My experience has included 8 sears with the headquarters
laboratory staf’ of the Food and Drug Administration, and 9 years
in industrial pharmacentical research.

Since 1950 I have served as director of revision of the U.S. Phar-
m;wos)ci:ﬂ Couvention. an independent, nonprofit sclentific oraniza-
tion devoted to providing standards of strength and purity for drugs.

A published booklet on our organization giving the officers, the
bhoard of trustees, and other pertinent information i~ available here
for the committee’s use.

The United States Pharmacopoeia is a book of drug standards, as I
have indicated, and it i« published at 5-vear intervals in bound form,
and 1s actually the main product of our endeavors.

A rather comprehensive statement of the nature and aims of the
United States P}mrmcopeinl Convention. Inc.. was presented in 1960
to the Senate Subcommittee on Antitrust and Monopoly. If reference
to the record of the hearings of that committee does not suffice for the
purposes of this hearing, I should like to azk that the statement that I
prepared for that committee be included in this record.

The Crarrarax. Let it be included.

{ The statement referred to follows:)

STATEMENT OF Lroyp C. MrLLeER, PH. D.. DIRECTOR OF REVISION, THE PHARMACO-
POEIA OF THE UNITED STATES OF AMERICA, PHEPARED FOR PRESEXTATION BEFORE
SENATE SUBCOMMITTEE ON ANTITRURT AND MONOPOLY

INTRODUCTION

The United States sets up its standards of quality and purity for drugs in a
unique way. In this, a large ineasure of reliance is placed upon the United
States Pharmacopoeia. which is a relatively concice compendium that has ap-
peared regularly at intervals since 1620. The I'harinacopoeia, or US.P, as jt is
commonly called, provides definitions and specifications of strength, quality, and
purity for drugs, mnecluding the necessary test procedures, It is prepared and
published by a private scientific ponpront institution that exists for the sole
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purpose of providing drug standards. The U.S.P. is revised entirely every 5
years, and the latest edition, the 1Gth revision, appeared in March of this year.
Interim revision of the standards is effected by means of suppleinents.

PUBRPOSE OF THE PIIARMACOPOFEIA

The object of a pharmacopoeia was set forth in the preface of the 1820 Ihar-
macopoeia, and remains the same today. In short, the Pharmacopoeia over the
years has provided a list of those tberapeutic substances that reflect the beat
practice and teaching of the healing arts and has endowed them, in published
form, with standards of identity, strength, and purity that are creditable and
firinly grounded on scientific fact. The fulfilling of this objective ever wore
completely in successive revisions has steadily increased the service rendered
to the public and the health professions.

THE U.B.P. ORGANIZATION

The convention is virtually re-created for each decennial meeting, although the
rather unusuagl title “The United States Pharmacopeial Convention, Inc.” The
corporation meets regularly every 10 years according to a plan adopted in 1820.
The latest meeting, the 15th such decennial session, was held on March 29 and
30, 1960.

The convention is virtually recreated for each decennial meeting, although the
organizations entitled to membership remain substantially the same. These in-
clude the 79 accredited colleges of medicine, the 76 colleges of pharmacy, 7 agen-
cies of the Federal Government, the State medical and pharmaceutical associ-
ations, and 12 pational professional associations and societies in the fields of
medicine and pharmacy. Thus a total of 277 were entitled to representation in
the 1960 meeting held recently; of this number, 194 exercised their franchise
by sending delegates.

The proceedings of the 1960 meeting have not been prepared but copies of the
printed proceedings of the 1950 meeting are being submitted for the use of the
subcommittee.

The delegates are appointed to serve not only for the decennial meeting, which
uvsually last only 2 dars, but for the entire 10-year period until the pnext meeting.
The convention confers its authority upon an elected board of trustees and the
elected officers of the convention, who function very actively during the 10 years
between meetings.

It is scarcely pos<ible to emjphasize too much how completely independent the
convention is in performing its service to medicine and pharmacy in the interest
of the public welfare.

THE BOARD OF TRUSTEES AND THE OFFICERS OF THE CONVENTION

The board of trustees consists af six elected members, two of whomn represent
medicine and two the field of pbarmacy, and the remaining two of whom are
elected at large from among the convention delegates. The four officers of the
convtention, the president, vice president, secretary, avd treasurer, likewise
e¢lected from and by the convention, all sit with the board of trustees.

The members of the board and the officers have alwars been outstanding lead-
er< in medicine and pharmacy, distinguished for their statesmanship and public-
spirited contributions.

THE U 8 P. COMMITTEE OF REVISION

At ite decenmal meetings, the (onvention, in addition to selecting the board of
trustecs and the officers for the ensuing decade and in addition to receiving re-
ports on the pbarmacopoeial program for the decade just ended, elects a com-
mittee of revision compricing 60 experts, 20 from medicine and 40 from pharmacy
and the allied sciences. This 1: 2 ratio of reptezentation between medicine and
phbarmacv has its origin 1u the changi g character of the respetive roles plured
by miedicine and pharmacy in the first 100 yvears of the U.S.P.'s existence.

The GO wenmbers of the committee of revision are elected by ballot from 120
nominecs, Who need not necessarily be delegates to the couvention, who are se-
lected to provide everr type of ckill and knowledge required in the U.S.P. revi-
sion program. Thus, the comnmittee includes specialists in anesthexiology, cardi-
ology, surgery, and other branches of medicine, and pharmacists, bacteriologists,
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analrtical chemists, and other specialists in varjous Lbranches of the actual prac-
fy 5 tice of pharmacy. The committee is organized into subcommittees, each charged
ear. with definite responsibility for some pha<e of the revision program.,

The committee of revision is drawn frowe the entire breadth of medicine and
pharmacy. The members serve as individual experts and not as “representa-
tives™ of their respective ipstitutions. - '

yar. Ad\'i.‘.aor_v boarQS of experts outside the committee of revision may be appointed
the to consider special policy matters. Similarly. ad hoc panels of special consul-
rert tants are appointed from time to time for highly technical advice on matters of
hed more restricted interest.
\nd The U.S§.P. Committee of Revision {8 responsible for drafting and revising the
ore Pharmacopoeia, while the U.S.P. board of trustees is inainly concerned with
~ed maintaining the legal and financial standing of the Pharmacopoeia. The board
has broad jurisdiction over general U.8.P. policy, relationship of the U.8.P. with
other scientific and professional organizations, and matters having a bearing
on the prestige of the Pharmacopoeia.
he THE REVISIONX PROCEBS
?Oe It is literally true that the Pharmacopoeia is under continuous revision to
. d’ keep pace with medical progress. The revision process consists of three phases.
The first is concerned mainly with the selection of the drugs to be recognized
e in the next revision; the second phase deals with developing the appropriate
.- standards of strength, quality, and purity and tbe tests that they require; and,
i finally, the third major effort is directed toward processing the manuscript and
guiding it through the varlous stages of printing to ultimate publication in
; bound form.
\ Since the value of the Pharmacopoeia lies in large meastre in the selective list
N of drugs that it presents, the first phase of the revision receives most painstak-

ing attention. It is mainly in the bands of the 20 physicians elected to the
revision committee, who are ascisted by pharmacists fully familiar with the
pharmaceutical forms of the drugs under con<ideration. The resulting list con-
sicts of those drugs and their dosage forms that are believed to represent the
best practice and teaching of medicine. This selection process continues right
up to press time. Obriously, U.S.P. status is not accorded to every new drug
developed.

We come now to the second phase. While the selection phase is still pro-
ceeding, the U.S.P. subcommittees concerued with drafting the standards begin
their work. Proposed or provisional standards are put to actual laboratory test
under the supervision of a2 member of the U.8 P. Committee of Revision and
the final standards are set accordingly.

The work of the third phase, that of the actual publication, is sfhared as
widely as possible by distributing proof copy to the entire revision committee
and, in addition, to a large number of otber scientific and technical experts
The comments thus received are taken into account in settling on the final text.
The task of guiding the text through the various stages of printing is handled
from U.S.P. headquarters.

REEPING THE UNITED STATES PHARMACOPOELA UP TO DATE

The revision committee ir alert to any need for new standards or revision
of existing standards during the 35-vear period during which each U.S.P. is
effective. Interim revisions take one of two forms. For cbanges of relatively
limited application and intere<t, interim revision announcements, in the form of
releases to the pharmaceutical press, are issued, erpecially if prompt effective-
nes<s is a consideration. For more extensive cbanges and for the publication of
new wmonongrapbs oo drugs, supplements are issued; and each sfupplement ip-
cludes also the entire content of all interim revision announcements released
since publication of the main volume or of the previcus supplement. Supple
ments are distributed without additional charge to each purchaser of a copy
of the current Pharmacopoeia,

APPLICATIONS OF U.6.P. STANDARDS

It often suffices, in explaining the U S.P. revision program to laymen, to cay
simply that its obfect is to in<ure that the three letters “U.S P.” will continue to
ge a mark of distinction, something like the letters designating an academic

egree.

653




VOL. 21 LEGISLATIVE HISTORY OF THE FOOD,; DRUG & COSMETIC ACT

480 DRUG INDUSTRY ACT OF 1962

Ot the several roles filled by the Pharmacopoeia, that of providing regulatory
agencies with enforceable standards of purity and strength often obscures the
other essential functions.

It is important that the U.S.P. pos~ess the character of a legal document. Asan
official compendium under the terms of the Federal Food, Drug and Cosmetic Act
and the counterpart statutes of the States, all of its provisions must lend them-
selves to the unrestricted use of the regulatory agenecies. This creates dewmands
for clarity of context and freedom from ambiguity which frequently preclude
concisengss.

The Pharmacopeia serves medicine in two ways. First, it gives the practicing
phrsician his most effective volce in determining the quality of the drugs he
prescribes.  Second, it assist« him by likring tho<e drugs that constitute, in the
words of the fir~t 'harmacopein. therapeutle agents ~the utility of which is wost
fully established.” 7To fulnll these functions, the Pharmacopeia must reflect
with fidelity the best practices of medicine and pharmacy in providing standards
of purity and poteucy for drugs of established merit and necessity. To this ex-
teut, the U.S P. is a therapeutic guide the soundness of which is tetupered only
by 1hat of the judgwent of those who s¢lect the articles recognized. Yet, by its
nature, the process of selection can sircely be perfect. for no means has been
found to insure, at least by the time of publication, that all drugs included are of
equitl merit and that no other equally meritorious are omitted. In view of today's
rapid progress in medical sciences, a varying degree of lag is Inevitable.

1t is equally importanut to recognize some of the things that U.S.P. statas does
not affect. For exawmple, numerous U.S.P. articles are subject to patent righta.

The board of trustees long ago decided that the existence of such rights con-
stituted no bar to U.S.P. recognition. In fact, the U.S.P. would be quite incom-
plete if patented drugs were left out. The U.S.P. listing does not modify patent
coverage in any wagy, either here or abroad. The Pharmacopeia does give notice,
however, on the back of the title page that the inclusion in the Phanuacopeia of
standards for a patented or trademarked article does uot convey any right or
Jrivilege protected by the patent or trademark.

WHAT “CU.6.P.” BIGNIFIES

The term “U.S.P.” acquires its greatest significance from the prestige of the
organization behind it. This is doubtless enhanced immmensely by the knowledge
that the U.S:P. standards are enforced by the Food and Drug Administration.

U.S.P. purity standards are minimums, or floors beneath which the level of
purity may not fall. Thus, U.S.I. aspirin must be not less than 99.5 percent pure
by actual arsay.

Not infrequently, advertising <laims are made to the effect that an article
“is better than U S.P.” What i< meant. of course, is that it assays above the
U S.P. minimum. Recause of such claims, the general notices pertaining to all
U.8 P. standards specifically state that the minimum purity tolerances specified
for pharmacopeial articles other than dosage forms are established with a view to
the use of the articles as drngs. Such limits do not bar the use of lots of an
article which more nearly approach 100 percent purity nor do they constitute a
baxis for a claim that such lots exceed the pharmacopeial quality.

Some U.S.P. limits are maximums, as, for example, the limit on the time re-
quired for a tablet to disintegrate under specified test conditions. For instance,
tbe maximum di<integration time permnitted under the present U.S.P. standards
for aspirin tablets is 15 minutes. The important poiunt, nevertbeless, is that
aspirin tablets that dicintegrate in as little a< 2 to 3 seconds are still U.S.P.
tablets

THE LEGAL STATUS OF THE U.B.P.

Since 1906, the U.S.P. has heen recngnized by Federal statute as an “official
compendinm.”  As such, it provides the standards of strength, quality, and
purity for the articles that it describes and defines. These stundards conntitute
the hasis for enforcement of the Food. Drug and Co~metic Act in respect to drugs
moving in mterstate commerce. The U.S.P. cerves the same purpo<e for enforce-
ment of the counterpart legi<lation at the State level.

This role of the U.S.P. in providing a ha<e for law enforcement Is not generally
regarded as a delezation of legiclative power by the Congress. This view was
most recently upheld in 19353 by the Supremne Court of the State of Wisconsin
The role, bowever, Is obvinusly in keeping with the reparation of legirlative,
executive, and judicial functions that it so firmly ectablished in our form of

654




481

government. Becnuse the U 8. is available. the Food and Drug Adminlstra-
tion. for example, 15 unt oblged to wake regnlations which later it mu«t enforce.
It is essential to peint out A very important Jimitntjon on the authority given
the U.S.P. under this arrangement. Tlis is that the U.K.P. standards apply
only to articles intended for u«e as drugs. The use of a U.S.P. title or synonym
brings an article squarely within the xcope of the standards. - -

DRUG INDUSTRY ACT OF 1862

THE NATURE OF U.6.P. TITLES

Drugs relected for recognition in the U.S.P. are de<cribed under their respective
nonproprietary or generic names. With rare exception, thexe names have been
in usre for wonths to yvears. r¢ that the U.8.P. revision committee has the rather
restricted option of taking, as the U.8.P. title, the name already in use or else 7
changing it. The lafter alternative is scarcely attractive in view of the confusion
that is bonnd to re~ult even if the name seems to be quite unsuitable for any
one of a variety of reasons.

Actnally. the United States lacks any very specific officidl procedure for assign-
ing nonproprietary names to drugs,

THFE. U.6.P. HEADQUARTERS AND BTAFF

The U.S.P. maintains permanent headquarters in the Pharmacopeia Building,
at 46 Park Avenue, in the Grand Central area of New York City. Tbe heaquar-
ters property was purchased in 19449, largely through gepnerous response to a once-
in-a-lifetime appeal for financial xentributions, and is now maintained out of
current income. The Pharmacopeia Building houses the smwall permanent staff
that directs the U.S.P. programn and provides space for the numerous <on-
ferences necessary to working out problems of drug standardization.

The U.S.P. =taff consists of three persons who have scientific training in
pharmacy or the allied sciences and a recretarial staff of three to four persons.

FINANCIAL SUPPORT OF THE PHARMACOPEIA

The funds reqnired to finance the pharmacopeial program are derived mainly
from the proceeds of sale of the Pharmacopeia. The price per copy bas always
been set to return only encugh to meet copservative estimates of the ex-
penses of the revision prograwm.

It bas been possible to keep the price low hecause a substantial part of the true
cost of the program is contributed voluntaniy by phasicians and other scientists
located over the emtire touniry. The physicians include both private practi-
tioners and physicians engaged mainly in teaching or research. The otber
specialists are engaged varionsly in teaching, retail or hoxpital pharmacy, or in
one or more phasex of predacing drugs. Finally, a considerable amount of wel-
come help is received from Government scientists, both here in the United States
and in Canada. YeL no tax money hias ever been earmarked for U.S.P. revision.

It will be c¢lear from these brief eonmments on the financial structure of the
U.8.P. revision program that careful steward=hip i< obligntory. Nevertheless,
the U.S.P. Convention is prond of what {t accompliches through the coopera-
tive efforts of the profe<sions of medicine and pharmacy and the Government
in dehalf of the public health and welfare.

My, MiLrr. Some comment is needed in addition to that for pres-
ent purposes becauce of the unique character of the U.S.P. Conven-
tion. As an institution. it datec bhack to 1820 and actually was or-
ganized in the Senate Chamber of our Capitol. Regularly, at 10-
year intervals since then. the medical and pharmaceutical colleges and
the State and National societies of these professions have been asked to
send delegates to it. They and deleantes from seven Federal agencies,
including the Departments of Defence, and Health, Education, and
Welfare. have but one duty. namely. to provide for revision of the
TUnited States Pharmacopeia during the ensning decade. For this
purpose, a revicion committee of 60 members is elected and is charged
with selecting tho<e drugs that reflect the best teaching and practice
of medirine and ultimately seeing that standards of potency and pur-
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ity are developed and published for those drugs in what is better
known among pharmacists and physicians the world over as simply
the “IJ.S.P.”

In 1906, and again in 1938, the Congress recognized the U.S.P. as an
“official compendium” for the purpose of enforcement of Federal food
and drug laws: and H.R. 11581 continues this recognition.

A board of trustees, also elected by the convention, is mainly con-
cerned with maintaining the legal and financial standing of the phar-
macopeia.

The 60-member committee of revision which I mentioned earlier
is drawn from the entire breadth of medicine and pharmacy. The
members, 20 from medicine and 40 from pharmacy and the allied
sciences, serve as individual experts and not as “representatives” of
their respective institutions. Advisory boards of experts outside the
committee of revision may be appointed to consider special problems.

The convention undertakes to revise the U.S.P. completely every
5 years, and to issue interim supplements as needed; it is so highly
respected that in doing so it can draw freely upon the knowledge
of experts in medicine and pharmacy throughout the Nation, includ-
ing experts employved by the Government. The convention is able
thereby to overcome such handicaps as are imposed by limited financial
resources. Indeed, the U.S.P. program is conducted on a very modest
budget, inasmuch as its cole support is the net income from the sale
of the book and of standard samples of drugs made available for ref-
erence purposes. No grants or subsidies are received from either State
or Federal tax revenues.

From a vantage point of nearly 150 years’ experience with drug
standards, our board of trustees has studied the various legislative

roposals for drug law revision now before the Congress, including

.R. 11581. The board is especially interested in those sections of the
proposals that deal with extension of presale certification to all
antibiotics and with choosing common names for drugs. The board
wishes to record its opposition to additional certification, and puts
forward an alternative to what H.R. 11581 would do in respect to drug
nomenclature. The purpose of the remainder of my statement will
be to make clear the reasons for our position.

OPPOSITION TO EXTENSION OF ANTIBIOTIC CERTIFICATION

Our opposition to the extension of certification of the antibiotics
as proposed in H.R. 11581 rests in large measure on the fact that the
concept of certification violates the basic principle upon which regu-
latory enforcement of drug standards has stood since the first Federsl
law in this field was enacted in 1906. The principle was reaffirmed in
1938, but in 1940 it was breached for insulin-containing drugs and
again more extensively shortly thereafter as a wartime measure to
expedite the volume production of penicillin.

The point involved here is essentially legal in character and Y should
feel most reluctant to touch upon it were it not for the fact that it
is too important to be overlooked. :

We are indebted to Mr. Walter (5. Campbell, who headed the Food
and Drug Administration from 1927 ta 1944, for perhaps the clearest
exposition of the underlying philosophy of this aspect of the food
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and drug law. Mr, Campbell was trained as an attorney and devoted
his entire career to public service in food and drug law enforcement.
It was his view that to be able to depend upon standards for dm
provided independently was a source of great strength to the FDA
since thereby the Administration avoided being placed in the position
of having to police regulations it had itself created. He regarged this
division of authority as simply a manifestation of the basic separation
of powers so fundamental to our form of government. The develop-
ment of standards of purity for drugs is a simple extension of the leg-
islative process by which the Food, Drug, and Cosmetic Act was en-
acted. The enforcment of these standards is an executive function
entrusted to FDA, an agency of the executive branch of the Govern-
ment. The batch certification of insulin preparations and the anti-
bintics, vwnder standards of strength and purity which the Administra-
tion promulgates and subsequently applies in conducting its tests,
places upon this highly respected Government agency the responsibil-
ity for serving at once as legislator, tester, and judge. We hold that
if certification is not needed for the host of drugs whose quality is
maintained through the development and application of U.S(.IP. stand-
ards it should be equally unnecessary for the antibiotics.

It is a fact, of course, that several antibiotics are distributed with-
out. presale certification. Indeed, of the 12 basic antibiotics recog-
nized in the present edition of the U.S.P., only 4 are subject to cer-
tification. A fifth, chlortetracycline, was once so recognized but is
no longer; standards for it are provided by the National Formulary.

Antibiotic certification requires duplication of costly testing. Per-
sons or firms introducing an antibiotic drug into interstate commerce
do so under the general provisions of the Food, Drug, and Cosmetic
Act. This means taking full responsibility for having complied with
certain basic requirements which apply to all drugs regardless of how
much or how little they affect the course of a life-threatening disease.

Antibiotic producers pay the Food and Drug Administration fees
totaling nearly &1 million a year to reproduce tests they have already
conducted to demonstrate the satisfactory character of the lots of an-
tibiotics in question. These fees must of course show up in the final
selling price of the antibiotic, regardless of how dubious is the value
of the doublecheck that the certification program provides. It is the
position of the U.S.P. Board of Trustees that there is no longer a
n;-%d for treating antibotics as a class any differently from other classes
of drugs.

While it may be shown that the cost of certification is spread rather
widely so that perhaps it amounts to about one-twentieth of a cent
per dose, this fizure is misleading, because it is equivalent to averag-
ing the costs of a mouse and a mink: that is, payment for certification
of antibiotics is based on fees per batch, and a large batch means a
great many doses, and for a Jarge manufacturer the cost per dose is
very little.

owerver, the same fee is charged for a small batch, and for a small
manufacturer the amount per dose may be very substantial.

If the expenditure of é)l million annually is largely wasted, then
surely the public interest would be better served if the money were
otherwise used. Indeed, this was the tenor of a report? to the Con-

1 Ree "Review of Fnforoement and Certification Activitien of the Food and Drug Admin-
fstratinn, Department of Health, Edvention, and Welfare, September 1860,
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gress by the Comptroller General of the United States, wherein it was
held that the Federal funds and manpower require(i for antibiotic
certification might better be put to other uses. o L

No need for extending or even continuing antibiotics certification
has been demonstrated. In support of this position, we should like to
direct the committee’s attention to the contrast between the nature of
penicillin that was being produced in 1943 when certification was first
conceived and the quality of the penicillin that is being produced now.
In 1943, pencillin was being turned out practically by hand in batches
produced using 1-gallon bottles. Nosw it comes out in huge batches
that are sta rteg in vats holding as much as 18,000 gallons of fermenta-
tion mixture. The standards for 1943 penieillin were actually so rudi-
mentary that they should not be compared at all with those of today,
which fill over 3%% pages of fine print in the U.S. Pharmacopeia.

A more telling comparison comes from putting a vial of the 1943
product alongside a vial of today’s pencillin, I ;fpen to have here
an unopened vial of 1943 commercial pencillin. Having had a part
in its production, it is a memento of those days. This penicillin was
produced by the methods best known at that time. The contents of
this vial are amorphous. That means that they are not crystalline.
You can see that they are a deep orange in color, and if I were to open
the vial you would notice a strong, almost pungent odor. When pro-
duced, the contents had a potency of barely 100 units per milligram;
but the stability was so poor that doubtless all therapeutic activity has
now vanished. Although intended for intravenous use, this product
would not meet today’s requirements for freedom from “pyrogens”
(substances that pro&uce febrile reactions in man and animals) and
potentially toxic impurities. Quite possibly it would fail the present
more rigid test for sterility. In contrast, 1962 pencillin is as colorless
as fresh-fallen snow. I have several samples here, and all are odor-
less, and indefinitely stable. Their potency is about 1,660 units per
milligram.

In 1943, pencillin was scarce and costly (the price of this vial was
$20) so that only 100,000 units were put into each vial. Today, this
is considered to be a small dose so that the 1962 vial contains 500,000
units. Yet the actual weight of this five-times-larger quantity of
purer penicillin is substantially less than the 1943 vial contents and
sells for less than a dollar.

The purpose of making this comparison is to point out that under
the conditions prevailing in 1943, the certification program served ad-
mirably to expedite the production of a product desperately needed
by our Armed Forces, impure though it was. However, for the past
15 years our American pharmaceutical industry has been turning out
penicillin of almost unvarving purity. The duplicate testing con-
ducted by FDA has contributed nothing that would not have been
achieved just as well under the provisions of the Food. Drug, and
Cosmetic Act that require all drugs to be tested to demonstrate com-
pliance with their label claims,

Finally, in the opinton of the .81, Board of Tru-tees. the c¢on-
tinued use of antibiotics certifiention appears to imply a failure of
the svstem of providing purity smndarc{s through the official com-
penilia. The arcument for special handling of all antibioties. includ-
ing those forms need fo trent mild skin disorders, for example, on the
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grounds that they are used to a greater degree in life-threatening ill-
nesses simply does not stand up on scrutiny when drugs such as
digitoxin, the heart stimulant, are among those not subject to presale,
batch certification.

The U.S.P. Board of Trustees, therefore, respectfully urges that
HL.R. 11581 be revised to elhininate the reference to certification of
antibiotics, as now defined in the Food, Drug, and Cosmetic Act. At
least, it would be a progressive step to limit certification to new
antibiotics of uncertain purity and stability and, furthermore, to pro-
vide a positive means OF dispensing with certification when it can be
shown that the output is of uniformly high purity and stability.

STANDARDIZATION OF DRUG NAMES

Section 111 of H.R. 11581 proposes to authorize the Secretary of the
Department of Health, Education, and Welfare to establish, under
specified circumstances and through promulgation of regulations, “a
single standard name” for each drug. Section 112 deals with how
thiese names are to be used. This concerns, of course, only the non-
proprietary names, not the trademarked brand names for drugs. This
class of names is variously called generic, common, or public names.
! The term “nonproprietary name” is gradually coming into more wide-
spread use because it is more specific and because it is used inter-
! nationally.
! As onme of its basic objectives, the U.S. Pharmacopeis has
been providing standardized nomenclature for drugs since 1820, more
thian 85 years prior to the passage of the first Federal regulatory drug
law. This long experience emboldens us now to suggest a close ex-
amination of the reasons for proposing in H.R. 11581 that Congress
make the Secretary of the Department of Health, Education, and
Welfare responsible, either wholly or partially, for the names of
drugs. We ask whether the goal is greater safety in the use of drugs,
or whether it is economic in nature. If the objective is purely a mat-
ter of safety, then the adequacy of the present law, the Food, Drug,
and Cosmetic Act, should be looked at more closely: if the objective
is economic, rehief shonld be sought otherwise than by amending a
law dealing mainly with public health.

Confusion over drug names can jeopardize public health. That
the identity of drugs has been uncertain in the past becauss of a
multiplicity of names has been demonstrated amply in medical writ-
ing, public outery. and the hearings on 8. 1552. However, those who
thoroughly understand the problem agree that its nature is such that
there is no simple solution. Only a radical change in our trademark
laws can bring about marked improvement, and there has been no sub-
stantial suggestion that this is wanted. Almost any change of this
kind would involve the whole structure of drug distribution.

While the situation does not lend itself to genuine simplification,
some improvement is possible. One witness who testified on S. 1552,
Dr. Lowis Goodman, professor of pharmacology. University of Utah
Colleze of Medicine, a most. distinguished teacher and scientist. spoke
from firsthand experience with naming drugs, as follows—and I quote
from the record of the hearings:

This nomenclature problem s sticky. T once believed that drug companies, on
occasion, deliberately and gleefully proposed generic pames so polyeyliabic and
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s0 unpronounceable that even a simon-pure pharmacologist would gladly settle
for a short euphonious trade name in his teaching of medical students and in
bis lectures to practicing physicians. Upon becoming a member of the AMA
Council on Drugs, 1 learned that I was wrong.

By the very nature of a geveric npame, it mmust give some indication of the
chemical class of the drug concerned, it must include the full name of the salt
(if the drug 18 marketed as the salt), it must give some hint as to the chemical
relafion to any prototype agent already in the field, and it must avoid any
therapeutic connotations. Furthermore, conflict and confusion with existing
names often linut the choice of a generic name, and, in addition, there are
certain international conventions which must be observed. By virtue of
these scvere hut necessary restrictions, I doubt very much whether generic names
are ever going to be as attractive as trade names. Tbe days of such short, agree-
able, official names as ether, morpbine, atropine, and digitalis are gone.

Dr. Goodman’s well-stated comments extend for several paragraphs
more and include a highly complimentary reference to an article of
mine that is entitled “Doctors, Drugs and Names” that appeared in
the July 8, 1961, issue of the Journal of the American Medical Associa-
tion, and which is reproduced on pages 483-490 of part 2 of the hearing
record on S. 1552. )

By way of adding emphasis to Dr. Goodman's appraisal of the
problem, we may say that, fundamentally, physicians and pharmacists
seek what is practically, if not absolutely. beyond attainment. It is
utterly unrealistic to hope that drug names can be as familiar as those
of common foods, for esample. Seldom are we confronted with the
scientific counterparts of the nam-: of woll-k»own fiuits Yike tl.c apple,
pear, peach, and so forth. Nor does commerce in fruits require each
grower to identify his produce so exclusively by a brand name that any-
one risks mistaking an apple for an orange; nioreover, if that hap-
pened, little harm would result.

With drugs, the situation is far more complicated. Chemists who
synthesize and manufacture drugs use chemical terminology which
must. be complex to be precise, for the molecules of today’s drugs are
zeuerally quiie complex. But even chemists tend to abbreviate these
long chemiral names so that we hear such terms as DDT for dichloro-
diphenyltrichloroethane. which. as an insecticide. is also a drug for use
in ridding surroundings, clothing, and even one’s person of disease-
bearing insects.

This human tendency to abbreviate cannot be legislated out of exist-
ence, o we must be resigned to seeing more and more of jargon con-
sistinz of combinations like DDT or for that matter. FDA, AEC. and
so forth. But there is great danger in using such terms for drugs
Lecanse of the risk of confusion. DDT. as a drug. is quite safe if used
prudently to dust clothing and the skin, but it can be toxic if misused.

Ouite a different drug has come to be wel known by the initials
DFP, short for diisopropyl flurophosphate. It isextremely toxic and
alwavs must be used with utmost caution. If DFP were written
for DDT on a doctor’s prescription or on orders to a nurse and the
error was not canght by the pharmacist. tragedy could result. These
two drugs are listed in the 1.3, Pharmacopeia under the titles Chloro-
phenothane and Ieoflurophate. respectively. nonproprietary names
which we feel differ enough (rom each other and from ather titles to
rule out confusion.

Fortunately, trivial designations consisting of letter or letter-and-
number combinations are comparatively uncommon and only as rare
exceptions do U.S.P. titles include letters or numbers.
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Until nuite recently, nonproprietary names were chosen haphaz-
ardly in the United States despite earnest efforts on the part of the
American Medical Association that were aimed mainly toward en-
conraging early selection and toward avoiding therapeuti¢ implica-
tions. There was no real stimulus to brevity or to showing interrela-
tionships between similar drugs. )

In 1961, the America Medical Association and the United States
Pharmacopeia joined forces in this area and in the past year what are
now called U.S. adopted names have been given to about 170 com-
pounds. Less than one-third of these compounds will eventually be
marketed as drugs, but the selection committee is much less concerned
over this “waste” of names than with making certain that the names
that do come into use are suitable. The names adopted for compounds
that do not prove out as drugs will serve a useful purpose in identify-
ing the compounds in reporting test results in the scientific literature.

The secretarial expense of this program is borne wholly by the AMA
as a public service, although the U.S.P. shares other costs incurred.
The program makes no call upon public funds. e feel that it is
gaining steadily in general acceptance and that all that it now needs
1s formal recognition of the same sort that is accorded the U.S.P.
standards of purity for drugs. . )

Toward that end, we propose the following change in H.R. 11581:
Delete the reference to section 508 at line 12 on page 17 of H.R. 11581
and substitute a new section:

For the purposes of this Act, each drug shall be known by one and only one
nonproprietary or common name. If it is an article recognized in an official com-
pendiuin as defined in section 201(J) or is an article that was once so recognized,
the common name shall be the principal title for the drug used in that com-
pendium, provided that if it is an article that has not been recognized in an
official compendium or if it is a mixture of two or more drugs in established pro-
portions, the common name shall be the name selected for it by the body cbarged
with the revision of the United States Pbarmacopeia: Provided, That if no such
name bas been selected. the Secretary shall inform the body chbarged with the
revision of the United States Pharmacopeia of the need for & name, and if that
body fails within a reascnable time t¢ provide a2 name which, in the judgment
of the Secretary, is suitable, then the Secretary may promulgate regulations
establiching a single, common name for such drug (or for such identical drugs),
and shall poblish the name together with any related or additional information
which, in the judgment of the Secretary, is desirable to facilitate the correct and
effective use of such name?

We believe that our proposed alternative would achieve the follow-
ing purposes: )

(1) Provide unequivocally that each drug have but one standard
nonproprietary name; . ) .

(2) Establich that the titles uced in the official compendia shall be
the required nonproprietary names;

(3) Make the United States Pharmacopeia responsible for providing
names for drugs not recognized in the oflicial compendia : and

(4) Give the Secretary of Health, Education. and Welfare standby
authority to see that the U.S.P. fulfills its obligations in respect to
names.

We offer this proposal in the belief that it will meet all current
and future needs and that it will answer all valid criticism against
nonproprietary names.
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Towever, there are two criticisins that our program cannot possibly
answer. One criticism is that confusion results from having numerous
trademarked names for a single drug. Obviously, those who object
to a multiplicity of trademarks for drugs are, in eflect, criticizing our
trademark Jaws. A second criticism is that the Food and Drug Ad-
munistration has neglected this aren. With respect to this complaint,
it 15 our view that more might be done under existing authority.

It may suflice simply to point out that the very first subsection of
section 5t2 of the Food, Drug, and Cosmetic Act defines as misbranded -
any drug having labeling that is “misleading in any particular.”
Further on, subsection (e) requires that the lubeling of drugs not
recognized in an official compendium bear “the usual or common name
of the drug, if such there be.” It would seem to be a matter of simple

! logic that ordinarily only one name for a drug can be regarded as “the
commion or usual name™ and where two or more names appear to be
| competing for this distinction, the FDA may readily assert which
! name is to be used, to avoid having labels become misleading in this
respect at least. Thus, the problem of multiple nonproprietary names
really chould not require amending the Food, Drug, and Cosmetic
Act.” This act, however, does fail to chart a course of action for the
cage in which a drug has no common or usual name. QOur proposal
covers this situation and we feel that FDA needs only to make known
that it vl require vse of U.S. adopted names. It also confers stand-
by authority upon the Secretary of ITealth, Education, and Welfare
of the same sort he now has under section 501(b) of the Food, Drug,
rnd Cosmetic Act, that permits him to correct inadequacies in the
tests and standards for drugs that appear in the official compendia.
[ We trust that we may continue to conduct our name-selection pro-
gram, in such a way that the standby authority would never be in-
voked. We will welcome such assistance as the Secretary may give
us. As grounds for optimism on that score, we may point out that
the Secretary has not vet been obliged to promulgate a_regulation
to supplant a U.S.P. assay which he has adjudged inadequate for
regulatory purposes.

To recapitulate, we feel that it provides a rensonable basis for op-
posing the intent and eflect of section 105 of H.R. 11581 with respect
to extension of presale batch certification of antibiotics. Further-
more, we hope that we have paved the way for consideration of such
changes in H.R. 11581 as will end the certification of all antibiotics
that are produced in substantially pure form. Finally, we hope that
our surgestions on drug nomenclature will be acceptable and will
result in some changes in H.R. 11581 to bring about recognition of
the existing and effective system for the selection of nonproprietary
names for drugs.

, I want to thank you very much for the privilege of appearing [
here.

The Cniatryax. Thank you very much, Doctor, for your interesting
‘ and helpful statement.

Any auestions, Mr, Roberts?

Mr. Ronrrrs. Dactor, with reference to the convention, I believe
< yon stated you undertake to revise the United States Pharmacopoeia
‘ every  vears,a complete revision.

| Mr. ML, Yes.
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Mr. RoperTts. And you issue supplements as needed. How do you
determine when you need an interim supplement ?

Mr. MrLter. We have the tests amli) standards under study at all
times. Ve receive complaints that this or that may be inadequate—
suggestions more often than complaints—from several sources, the
Food and Drug Administration being perhaps our most fruitful
source, because the FDA is applying these tests itself every day in its
laboratories. ‘

We find the producers of drugs themselves are helpful and fruitful
sources of suggestions. Our own committee members are conducting
the tests that are specified in the Pharmacopoeia. And they occa-
sionally find shortcomings. Or, as frequently happens, new methods
are developed by scientists to apply to the existing drugs, and we
endeavor to work them into the official tests just as soon as we can
perfect them. .

Mr. Roperts. How long have you been in your present position?

Mr. Mivter. Since 1956, 1215 years.

Mr. Roperts. You have had quite a bit of experience in this matter
of designation of drugs. Now, are new drugs entering the field more
rapidly now than they were when you first came to this work?

Mr. Mrmier. Yes and no. Up until a year or so ago they were.
There has been some slacking off within the last year and a half, but
certainly the records show that the number of new drugs is increasing
with the passage of time.

In 1960 there were nearly 50 new drugs, whereas in 1950 the num-
ber was between 30 and 35. I am speaking of new drug entities,
not the dosage forns or combinations.

Mr. Roserts. You mentioned the fact that you received complaints
sometimes. In what form or forms do these complaints take?

Mr, Mrurer. Various forms.

Mr. Roperts. A description of the drug and its properties, or what !

Mr. Minter. Yes. These pertain excﬁusively to the technical as-

cts. The melting point of the drug as we set it forth may be
slightly different than that which js correct. Without getting too
technical, the assay may be giving a slightly low result because of
such a thing as increased solubility which we didn’t recognize, so
that we change the assay to correct that slight deficiency, and the re-
sult then is more nearly correct. That is the sort of thing, if I make
my point clear.

Mr. Roperts. In your example of penicillin I take it that you mean
by that that since its introduction during the war, I believe it was
1943, it has now reached the point where it is very stable, and as you
pointed out the pyrogens and impurities are not prevalent as they
were in"the first experiencesthat we had with it.

AMr. Mivier, Yes, sit.

Mr. Rorerrs. Do you indicate by that line of reasoning that you
think there should be a grandfather clause written into 11581 for
these drugs that we have seen and used and experimented with over
the period of years?

Mr, Minrer. Rather the reverse, I should think, if I interpret cor-
rectly vour use of the grandfather clause. szz grandfather clause
I would understand you to mean we should blanket into a new regula-
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tion something that has been exempt theretofore. I would rather
pot it the other way around.

Mr. Roserrs. Here is the thing that gave me that impression, and
maybe wé can straighten it out. You say, “At least it would be a
progressive step’-—after you were talking about the provisicn to
eliminate the reference to the antibiotics—you don’t have the number.

Mr. MirLer. PageT7.

Mr. Roserts (reading):

At Jeast, it would be a progressive step to limit certification to new antij-
biotice of uncertain purity and stability and, furthermore, to provide a positive
means of dispensing with certification when it can be shown that the output '
is of upiformly bigh purity and stability. |

Mr. Mirer, May I make that clear? '

Mr. Roperys. Yes, sir. - .

Mr. Mizeer. What I mean to say is that all five of the present
antibiotics that are now required to be certified are being produced
in a state of high purity and stability. Certification really 1sn’t needed E
for them anZ longer. It once was, but isn’t now.

New antibiotics are coming along. however, which are in a state of
purity that these others were 15 to 20 years ago, and if certification
18 to be continued, it would malke sense, it seems to me, to restrict it
to these new antibiotics but only for such period as they are being
produced in an impure and possibly less stable state.

And when the technology improves so that these new ones are
being produced in pure state, then let’s get away from certification as
being unnecessary and a duplication of testing effort.

Mr. Roserts. Can you name some of the new antibiotics that you
ihingk haye not reached the point of stability and purity that penicillin

as?
v Mr. MmLer, Yes; I can. I could do better if I had access to the
list of the 30 that

Mr. Roeerts. Would vou like to supply that for the record !

Mr. Mrier. T would hate to put the finger on two or three of the
new ones that might be less deserving of mention than some of the less
pure ones.

Mr. Roserrts. Let me suggest that you supply that for the record.

Mr. Mrer. Iwould be glad todothat; yes.

Mr. Ronerts. Now, this theorvy of one name or generic name for
drugs, who first promulgated that idea, do you know?

Mr. Mirer. Of having a single name?

Mr. RogerTts. Yes, sir.

Mr. Miier. I couldn’t say. I would suppose that it probably
originated from frustrated teachers of pharmacology, as I was once
myself, when they were obliged to use several names 1n order to make
sure that students understood what was being taught. More recently—
in trving to get at the origin of the suggestion—more recently, the
idea has grown up with an economic aspect, that is, if the se-called
generic or nonproprietary name were given more prominence, at the
expense of trade names, the thought is that that would result in
lowered costs of drugs.

I think it is a fallacy, but I don’t believe that we need to gointo that
particular aspect. The idea, I think, is perfectly obvious and sound,
to have only one name for a compound, in general, is a good thing.
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3 Mr. Roeerts. Don’t you think it would be very difficult to do in
! view of the mnany complex chemical combinations that make up some
of these compounds?

Mr. Mrirer. No. I must not have made my point. I think it is
quite feasible to have one nonproprietary name for each compound.
We must also have a chemical name which will be long and complex
and precise. And that is all right. That will be in the chemical hter-
ature. And it will identify this nonproprietary name when properly
used. But for the physician and for the pharmacist, we can very well
have one single nonproprietary name for each drug.

Mr. Roeerrs. And you believe the Food andr%mg Administration
has that authority under the present law #

Mr. Mmier. 1 think they do. I think that they could long ago

- have said, when a new drug application came in, that used a stran
and new and contrived name, they might very well have said, “Well,
this drug has been in numerous combinations for which new drug
applications have become effective, and in those it was called, let’s
say, ABC. But here you propose to call it XYZ. We believe that to
avoid confusion and protect the public health that Jou should call it
in your labeling just like everyone has done earlier.” But FDA have
not done that; in fact, they seem to have gone out of their way to have
avoided doing it.
bel)_Ir. %?om:x’rs. You were with Food 'and Drug for 9 or 10 years, I

ieve

Mr. Mmier. That is right. I wasn’t in the new-drug branch. 1
was in the Pharmacology I%ivision.

Mr. Roeerts. And you had a good relationship, I mean your com-
mittee with the Food and Drug?

Mr. Micrer. The closest a.n§ most cordial; yes.

Mr. Roeerts. That is all T have, Mr. Chairman.

The CramRMaN. Mr. Glenn.

Mr. Guexw. Doctor. after the USP sets these standards do you or
any allied organization take it upon yourselves to see whether the
industry is complving with using these standards?

Mr. MiLLER. Ij\’ot in the police sense. We do from a technical stand-
point, to sea if the standards are feasible and practical, but it is the
responsibility of the Food and Drug Administration to police them
as a part of the executive branch of the Government. If we were a
part of the Government, we would belong to the legislative branch.
In fact, it is not infrequently said that our function is an extension of
the legislative effort of the Congress. Indeed, it was alleged in court
one time that Congress must have exceeded its authority in having
delegated to the USP this function back in 1906. But the Supreme !

; Court of the State of Wisconsin ruled otherwise. .

Mr. GrLexx. You have said that you do exercise name selecting. '
' Mr. Mmrer. Yes,
Mr. GreExx. And if this hill ic enacted into law, is it your conten-
tion that the Secretary will then take over the jurisdiction which you
are now exercising ¢
Mr. Mirier, He certainly will be authorized to do so. Because the
< words are “may promulgate regulations.” I think it is not obligatory, |
< but he is given the right to do so. .And furthermore, the terms of the :
1,ill before the Senate are such now—I haven't had a Jegal expert inter- "
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pret them for us, but the terms are such that he is required to do cer-
tain things. He is required to review the titles of the U.S.P., and he
may change them if he feels that they could be simplified and made
more useful. .

And I think boiling it down, a page and a half of this bill to two
sentences, that seems to be the intent of the present form of H.R.
11581. .

Mr. GrLexx. Thank you very much. That is all, Mr. Chairman.

The Crammsrax. Mr. Curtin.

Mr. Cerriy. 1 take it from your statement, Doctor, that you would
rather see all drugs designated by the full technical name rather than
initials; is that correct ? ;

Mr. Micier. If you will permit me to use the term “nonproprietary
name” instead of *“full tec‘mical name,” yes. But if you mean the
chemical name, the complex chemical name, no. We think the use of
initials is abominable and dangerous. But this is a terribly complex
subject. For complex molecule that has a Jong and difficult-to-pro-
nounce name, that is, the full chemical name, we try to give a name of
three, four, six syllables which will be the nonproprietary name that
will be assigmed to that compound and that alone.

Mr. Cerrix. The so-called generic name?

Mr. Mirzer. The so-called generic name: yes.

Mr. Cerriy. When a doctor is writing a prescription to be filled by
a druggist, doesn’t he normally use these initials rather than the full
generic name?

Mr. Mirier. Too frequently the pharmacist has to exercise his
powers of guessing what the doctor meant. If he is uncertain in any
respect he will check back with the physician, and you can guess at
\ what that #ives rise to, because the physician thinks that the phar-

macist ought to know, be smart enough to guess what he meant, and
so on.

But the physician should be more specific, if I were to be allowed
to criticize him.

Mr. Crrrix. You call attention in your statement to the distinetion,
for example, between DDT and DFP.

Mr. Mirrer. Yes.

Mr. Crrrrx. Human nature being what it is, don’t you think that
doctors are «till going to use those initials when they write preserip-
tion)s, regardless of what you people recommend or what the law may
say?

Mr. Muunrr. If he persists in disregarding what he is taught, he
mayv. But doctors are generally pretty careful to be specific. Bat
there are areas in which they abbreviate, particularly in prescribing
the biologicals, which have terribly long names.

Mr. Crrrx. And that is gning to continue?

Mr. Miter, That is going to continue.

Mr. Cerrrx. This practice is going to continue in doctors’ prescrip-
tions, recardless of what we <av or do here; isn't that true?

Mr. Mriier. Yes. The U.S.P. was once asked to set up a standard
set of abbreviations, as is done in England. The British Pharma-
copeia has a standard set of abbreviations where such would be ap-
propriate. And this was one of the suggestions that we received one
time. -
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We went to the Council on Drugs of the American Medical Associa-
tion, and vou could hardly imagine anything being denounced more
roundly than that suggestion was. e went to the NIH—the Na-
tional Institutes of Health—which licenses })roducers of the biologi-
cals. They were unalterably opposed to the idea that the U.S.P.
should set up standard abbreviations for the biologicals.

Mr. Corrix. What do you think about it? Don’t yon think it is
a practical suggestiont

Mr. Mycier. If I had not, I wouldn’t have taken time to consider it.
I felt as you have indicated a moment ago. doctors are human, and
tend to be a trifle lazy in writing prescriptions. So I felt that it might
help to have standard abbreviations. -

Mr. Crrrix. It would seem to me that the greatest need for being
very clear in what drug is being described is in the field of writing a
prescription rather than in an article on the drug or public mention
of it in an advertisement, because there the danger from a mistake is
much less than it is when a doctor is saying to a druggist, “This is what
Iwant the patient to have.”

Mr. Micier. And he is more likely to be short of time when he is
writinglz prescriptions than when he is writing an article for a medical

ournal.
! Mr. Crrrin. That isall. Mr. Chairman.

The Cramyax. Mr.Moss.

Mr. Moss. Dr. Miller, you have apparently two major objections
to the legislation now before us. The first, the batch-by-batch
certification ?

Mr. Mrrprer. Yes.

Mr. Moss. And then the matter of name designations?

Mr. Micter. Yes. I wouldn't go so far as to put the two in the
same degree of opposition.

Mr. Moss. No, I understand one vou are flatly opposed to certifica-
tion.

Mr. Miaer Yes.

Mr. Moss. And the other you suggest a modification to which would
ultimately reach the same result,

Mr. Miirer. T think so, yes.

Mr. Moss. T can thoroughly understand the latter objection. The
first one is more difficult. You have no function in your role with the
U.S. Pharmacopeia of checking anx of these products once there has
been an ngreed upon standardization ¢

Mr. Miteer. Our function is that of providing purity tests and
standards:

Mr. Moss. Are you familiar with Dr. John L. Harvey?

Mr. Mieer. Yes.

Mr. Moss. In a speech given by him on August 8 in San Francisco,
to the American Bar Ascociation, discussing this question of certifica-

tion, he stated that—
Batch-br-hateh certification of all antibiotic drugs is needed because: (a) more ""
tban anr other drugs, antibiotics are the Srst choice in treating life-threatening §

infectious conditions. }
I think it has been frequently charged that they are too readily

resorted to in many instances without proper evaluation of the effect . 3
which might arise when theyx would be more critically needed.
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(b) Most antibiotics are produced by complex processes in which both the ]
desirable antibiotics and quantities of undesirable byproducts are manufactured. ]
t¢) The potency of antibiotics must be determined by biological assay pro- ¢
cedures, the interpretation of which requires unusual competence. r

Do you disagree with any of these statements !

Mr. Mirier. I would not disagree with them, but I would hold that
the antibiotics are not at all unique in that respect.

Mr. Moss. They said “despite the manufacturer’s check.” Well,
unique in one respect in that more than any other drugs—if you agree
with his statement—- ]

Mr. Micrer. Noj;Ido not think so. T :

Mr. Moss. You do not think they are resorted to more frequently
than any other?

So if you accept that statement as being accurate—— .

Mr. MiLLer. On a quantity basis, of course, because about one-third

of the drugs used in terms of volume are antibiotics, so that you ré
cannot deny that. ’ A
Mr. Moss. Hesaid: 3

Despite the manufacturer's check of each batch of antibiotics before sub-
mitting it for certification, in fiscal year 1961 samples from over 100 batches
offered for certification—
we are dealing now with only the five?

My, Minier., Yes.

Mr. Moss. Not the other 257 3

Mr. Muwrer. No. ]

Mr. Moss (continuing) :
failed to meet the standards set forth in the regulations.

Mr. MirrLer. What was the percentage !

Mr. Moss. It doesnot relate it to percentage. . F

Mr. Mrier. Isee. -

Mr. Moss. He said samples from over 100 batches offered for cer-
tification failed to meet the standards set forth in the regulations.

Mr. Mrcier. Mr. Harvey has the records. I would not challenge ;
that figure at all, but I would offer this, knowing some of the cir-
cumstances.

Whether this pertains to the year that he is speaking of, but this used
to be the practice among the antibiotic producers:

That when a batch has been finished and their tests had reached a
stage that they felt reasonably sure that the material was satisfactory,
they dispatched the FDA sample te Washington, so that Washington
might start its testing in order that they both might get done sooner.

n many cases, and it used to be prior to—-notc]ong ago—]I should
not say “many’; occasionally, let us say—the producers would find in
completing their tests that in some respects that the batch did not live
up to the requirements.

It used to be that they could withdraw that sample and say, “We
wish to withdraw the application for certifieation.”

For some time now, Food and Drug has refused to permit them to
withdraw, but has been counting that sample as a rejection.

As a result, I understand within the industry that they are now
completing all of their tests, such as they would do, in any case, be-
fore they put the drug on the market, before sending a sample to the
Administration.
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Mr. Moss. This would be very current practice?

Mr. MrLer. Yes.

Mr. Moss. Because it is for the 1961 fiscal year?

Mr. Mower. Yes.

With respect to how much there has been, it would be very relevant
to inquirie 1n just what respect these 100 samples failed. 1 would be
greatly surprised if these were very significant deficiencies.

Mr. Moss. Of course, the question is as to the eurrency of your own
experience as contrasted to the material developed within the Food
and Drug Administration. )

Mr. Mowrr. I am guoting this experience——

Mr. Moss. If we accept the fact that Dr. Harvey is a reliable and
informed source of information, he cites this as an illustration of the
need for not only a continuing of the existing practice, but an exten-
sion of it.

Mr. Morer. Yes.

Mr. Moss. I would assume that he is competent to make such a
determination.

Mr. Mirer. He certainly has access to the record.

What he has not said and indicated, in citing 100 instances,
whether those were material deficiencies, whether they were very seri-
ous or they simply had a misspelling on & label or something of that
kind.

Mr. Moss. Do you think, if they were not material instances, that
from them he would conclude that a need existed for a continuation
of this practice?

What motivation might be anticipated?

Mr. Mrirer. Mr. Congressman, the Food and Drug Administration
carries out a very substantial part of its testing program on the basis
of fees collected from manufacturers, fees which are determined by
them as being essential.

Therefore, it somewhat relieves the Food and Drug Administration
of coming to Congress for appropriations.

Mr. Moss. Well, now, let us examine that carefully.

Do you know this as a fact: That it relieves them from coming to
the Congress for the appropriation? There are many agencies, such
as the Post Office Department, that collect a lot of fees.

Mr. Mnrer. Yes.

Mr. Moss. But, Doctor, believe me. they come to us for the au-
thorization for every dollar they expend. ’

Mr. Mrmeer. Irealizethat.

Mr. Moss. And I doubt very much that this money collected in
fees goes into some fund exempt from reappropriation by the Con-
gress.

" Mr. Mrer. May T ask that you check into that before the latter
part of this week.

Mr. Moss. T will check, certainly, but T would hate to think that
we are dealing with an ageney so unreliable that fees approximating
€1 million a year, and that, related to its total budget, is rather an in-
significant portion of it—that this bait influences their judgment
ta give misleading advice and unfounded advice to this Congress.
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If that were true, Doctor, ther X think we should make a most
searching inquiry of this operation, because it would not be at all

responsible.

Ipccl\o not like to see that sort of motivation attributed unless you have
some basis for so intimating.

Mr. Miirer. I would be the last one in the world, because I have
so many good friends in Food and Drug Administration, to attribute
any motives but the best to them, but it is my understanding and it is
the understanding of the industry

Mr. Moss. Youjust indicated a rather base motivation. .

Mr. Mp.uer. I am indicating that Mr. Harvey wants to make a good
case for maintaining certification. -

Mr. Moss. In orderto get the the fees?

Mr. Miirer. Inorder to get the fees. . -

Mr. Moss. Mr. Chairman, I might observe that is 4 most amazing
statement, and does no service to Dr. Harvey.

Mr. Mmoier. If it is a disservice, I want to apologize publicly to
him and to the committee. .

Mr. Moss. On that basis, then, sir, T note that the Pharmacopoeia
is supported by two sources of revenue. I was not going to mention
it, but if we must be so suspect of those who appear before us as to
their motives, what are yours in this, and what do you derive from the
sale of sample drugs?

Mr. Muier. These are reference standards that are required for the
carrying out of the assays.

Mr. Moss. Yes.

Mr. Mrrrer. And it might be said that we write into our assays the
need for standards that one would have to have, but I can assure you
that it is so much trouble for us to put these out that that is certainly
not the reason they go into these tests.

Mr. Moss. You state here that inasmuch as its sole support is the
net income from the sale of the USP and from standard samples of
drugs made available for reference purposes, that I assume that the
rﬁven?ue derived from this activity contributes to the support of your
shop

Mr. Mmier. Yes.

Mr. Moss. And does this influence, in any way, any of the judg-
ments you make here or the advice you give this committee?

Mr. Mirrer. T assure you that it does not.

Mr. Moss. But you think that the personnel of Food and Drug is
just a little Jess pure in motive than you?

Mr. Mivrer. No, I wonld not, Mr. Congressman, wish to impugn——

Mr. Moss. Tam concerned because youare a former employee.

Mr. MiLLer. Yes.

Mr. Moss. And you are talking about former associates, and it is
an amazing statement and a disturbing one to me to hear you make it.

Mr. Miirer. And. if Tam not wrong, it should be disturbing.

. Thave the recollection one time of Mr. Larrick having been explain-
ing this system before the Appropriations Committee of either the
Senate or the House—I suppose it would be the House—where it was
suggested that all drug testing be put on a fee basis, and Mr. Larrick
indicated that that would put him m a very embarrassing position.
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Mr. Moss. Doctor, I think this matter of whether an industry heing
policed should pay the cost of the administering of the program is one
that 1s not related solely to Food and Drug.

This committee, as you know, has rather a broad jurisdiction, having
all of the regulatory agencies of the Government, the independent
regulntory commissions.

Mr. Mmrer. Yes. R

Mcr. Moss. You are probably aware that it costs & lot of monev to
regulate television and radio.

. 3[1‘. Mrurer. T am sure it must.

Mr. Moss. There are many who feel that we should impose fees to
recover all of this cost and perhaps it would be good business, but 1
think that whether or not you show a fine record on fees when you
ouly produce a (Fiddling 81 million a year in a budget of the size of
the one Food and Drug hasis really unworthy )

Mr. Mirer. At one time their budget, when this $1 million was
substantially what it 1s now, their budget was in the neighborhood of
$12 to $14 mullion.

Mr. Moss. It isnot too many years ago that the budget of the United
States was less than the cost of the interest on the debt at the present
time, sir.

They all grovw.

You wmﬁd not want me to conclude in this vein of suspicion of
motives that the objective in the propesed amendment to the section
508 or substitution of 508 is in order to continue your very excellent
and well-reputed publication in business, would yout?

Mr. Mirrer. You certainly might assume that.

Mr. Moss. Tdonot. .

T think you feel you render a service and that you are competent
to render it and there would be no need to duplicate.

Mr. Mirrer. I do no like to attribute that sort of motivation to
people.

Mr. Moss. T hope you will not sincerely.

Mr. Mircer. I would not wantto.

Mr. Moss. I might add that in your statement you appear to have
an error here.

I think vou are not wanting to delete but rather to substitute lan-
guage on page 17.

Mr. Mrier. That perhaps is a better word.

Mr. Moss. What you are seeking here in this proposed amendment,
then, is to have the Secretary first exhaust the resources of existing,
recognized sources before, on his own, designating 2 name for any
drug. DBut you feel that there is sufficient justification for arriving
at simplification of terminology that it should be achieved ultimately?

Ar. Mreer. We think, ves, that he should use the existing system
which costs the Government nothing; a voluntary and, I hope we can
say, democratic process for arriving at names which is working, and
we think working real well, should be used, instead of burdening the
Food and Drug Administration with this business of selecting names.

Mr. Moss. Of course, I had assumed that this would probably be the
sort of rule or regulation the Secretary would adopt under the lan-
guage as it is in the bill, in order to achieve the final objective of the
simphfication of name or terminology.
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That is all the questions I have, Mr. Chairman.

The Cramatax. Thank you very much.

Mr. Miier. Thank you, again.

The CHamrarax. I might advise the committee that we have four
other witnesses this afternoon. .

Mr. Fred L. Van Aalst?

We are very glad to have you with us, and we will be glad to have
your statement. '

STATEMENT OF FRED L. VAN AAIST, CONTROLLER, FLEUROMA, IRC.

Mr. Vax Aavst. Mr. Chairman, my name is Fred L. Van Aalst.
I am the controller of Fleuroma, Inc., New York. We are members
of the Essential Oil Association of the U.S.A., and fully support the
statement which will be made before this committee by its president,
Mr, Frank F. Dittrich.

I appear on behalf of my company, in opposition to section 201 of
H.R. 11581, the factory inspection authority, which is the only pro-
vision in this bill that coneerns my company directly.

Fleuroma, Inc, is in the business of creating, manufacturing, and
selling perfume bases, and we have limited ourselves to this highly
specialized field. We do not make or sell any finished cosmetics or
other consumer product; nothing we make is sold, as such, to the
public. Our perfume bases are sold to the manufacturers of finished
cosmetics; they are our customers.

My company was started in 1946 by two partners who invested not
only all of their savings and money borrowed from friends, but also
unique craftsmanship, excellence, and experience into this venture,
When we started in 1946, in a small garage-type building, we had a
staff of three. When I joined the company, we had 12 people.
Today we are still small, employing about 80 people; but our sales
are now in the millions of dollars, and we have carved a niche for
ourselves in this industry. We are highly regarded for our creative
ability, and count most of the largest and best known cosmetic com-
panies among our customers.

Permit me to emphasize that our work requires creative ability,
unique talents, and true artistic qualities—rather than the application
of a skill or trade. By selecting and blending scores and ogt)en hun-
dreds of ingredients from among the thousands available, each one
of which we must know intimately. and after carrying out countless
experiments which often stretch over periods of years, we finally
produce the fragrance that will be the heart of a new perfume,
cologne, or cosmetic preparation. This blend, when finally estab.
lished as a result of this long and painstaking procedure, is recorded
as a formula which goes into our files.

Obviously, this formula represents all of the talent, all of the
artistic creativity, and all of the accumulated experience of which
we are possessed.

Like every responsible citizen, I want to see the welfare and safety
of the public protected. T have spent most of my working life in the
business of perfume bases. and naturally am in close contact with the
manufacturers of finished perfumes and cosmetics. My company
alone, during its existence, has sold perfume buses that must have
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been used in the production of billions of bottles and jars and tubes
of perfume, cologne, creams, and powders. I know of no cases of
injury or harm of any kind as the result of the use of perfime bases,

The factory inspection provision of H.R. 11581, if applied—as this
bill now proposes—to the creators and manufacturers of perfume
bases, would add nothing to the safety of the public. However, the
inevitable losses which would result from the inspection and the con-
sequent violation of the secrecy of our formulas would be a tragic
blow to my company and other companies in our field.

If we believe that a man is entitled to the fruits of his labor; if
we believe that he is entitled to safegnard his most precious possession ;
and if we believe that the laws shonld protect these rights, then the
manufacturers of perfume bases should be exempt from the factory
inspection provisions of H.R. 11581. For the sake of what i§ just
and right, f)ap eal to you to do just that.

Thank you for the op{:ortunit_v to make this statement.

The Criatraax. Thank you, Mr. Van Aalst, for your statement, and
certainly vour plea will be given most careful consideration,

We are glad to have your statement.

Mr. Vax Aavst. Thank you.

The Cratraax. Dr. Bernard L. Oser?

STATEMENT OF BERNARD L. OSER, PH. D., PRESIDENT AND DIREC-
TOR, FOOD & DRUG RESEARCE LABORATORIES, AND CHATRMAN
OF THE FOOD AND DRUG ADMINISTRATION LIAISON COMMITTEE
OF THE AMERICAN COUNCIL OF INDEPENDENT LABORATORIES,
INC.

Mr. Oser. Mr. Chairman and members of the committee, my name
is Bernard L. Oser. 1 am president and director of the Food & Drug
Research Laboratories, Inc., Maspeth, N.Y., an independent consult-
ing, research, and testing organization. I have the honor to address
your committee in my capacity as chairman of the Food and Dru
A dministration Liaison Committee of the American Council of Inde-
pendent Laboratories, Inc., an association of which our laboratories
are o charter member and of which I was formerly president. The
council was founded in 19387 and consists of 74 member laboratories
with 171 headquarters and branch laboratories throughout the Nation.

Of special interest to our members is the proposal to include con-
sulting Inboratories in the factory inspection provisions of HLR. 11581.
It 1s widely held in our profession, and by many in the industries we
serve, that such unrestricted inspection asis contemplated would seri-
auely compromise the confidential relationship existing between us
and our clients. It would furthermore place aboratory administra-
tors in a difficult and embarrassing position with respect to their obli-
gation to guard the property and rights of their clients.

Independent consulting laboratories are not engaged in the manu-
facture or sale of foods, drugs, cosmetics, or devices; they are not
factories in any commonly accepted sense of the term; their stock-in-
trade is information or advice, and such laboratory services as they
may render incidental thereto include basic and applied research and
product and process development as well as analyses and assays.
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These analytical services may be related to identitly, purity, quality,
or potency and may provide information for labeling purposes, but
such services are only a part, and in many cases a minor part, of a
consulting laboratory’s activities.

It is pertinent to this discussion to contrast the Food and Drug
Administration definition of a consulting laboratory with that of
the American Council of Independent Laboratories for an independent
laboratory which isa— .
proprietorship, partvership, or corporation which is not affiliated in any mannoer
with either a governmental agency or a tax-favored ncademic or research insti-
tution; or with an outside proprietorship, partnership, corporation, or trade
associarion in any manner which may jeopardize its capacity to conduct investi-
gations, render reports, or give professional council objectively and without bias.

In the FDA definition a consulting laboratory is—

a laboratory which for a fee or other remuneration, performs assays or other
Iabarators services for a manufacturer. processor, or compounder who owns eor
has under his control an establishment which (otber than as a consulting labora-
tory) is subject to inspection under this section. -

Bearing in mind that many universities, medical schools, hospitals,
et cetera, regular]y or occasionally perform such services under grants
from industrial sponsors, it is apparent that the proposed regulation
can readily be construed to encompass inspection of these institutions
as well as of commercially operated laboratories. We cite this not to
suggest that ther should be excluded if they render such services, but
to indicate the extremely broad scope of the proposed extension of
authority,

To the best of our knowledge, no member of the American Council
of Independent Laboratories, nor any other consulting laboratery,
has ever denied a request on the part of a representative of the Food
and Drug Administration to inspect its faci{)ities. We have, in fact,
urged such visitations and have welecomed the opportunity to display
our physical facilities and equipment. It is regrettable that such
invitations are not more frequently accepted since this would help
acquaint responsible officials with the availability of our services to
both Government and industry, for implementing the technical re-
quirements of the Food, Drug, and Cosmetic Act.

In testimony before the Kefauver committee former Secretary of
Health, Education, and Welfare Ribicoff stated that in the 32 months
ending Angust 1961, 122 firms had refused to permit 1 or more phases
of inspection “needed to make a complete determination of the Jegality
of some phase of the drug business.” I might add that he also said:
“Most of the firms we inspect voluntarily permit such inspections
today.”

No elaboration of the nature or <aurce of these refusals was given
to permit a conclusion as to whether or not any consulting laboratories
were involved. However, Commissioner Larrick has acknowledged
that “the desirability of mentioning independent laboratories in con-
nection with any new legislation is not, so far, occasioned by refusals
of such laboratories to permit inspection.” .An extremely rare situa-
tion has been cited where a Iaborarory, suspected of vendering dis-
hone<t yeports, was subsequentlv inspeeted by FDA and found to be
unequipped to perform the pharmaceutical testing services it pur-
ported to render. In this instance a conviction was obtained by the
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Food and Drug Administration under the present Jaw. We seriously
question the generalization implied in testimony before this committee
that false reports given to clients by “some” laboratories make it neces-
sary to broaden the existing inspection powers of FDA.

Thus, insofar as the inspection of facilities of consulting laboratories -
is concerned, the need for amended legislation does not appear to have
been established, nor is it believed ro exist. In saying this, however,
a distinetion must be made between inspection of physical plant and
equipment, on’ the one hand, and records and files, on the other.

To the extent that the contemplated inspection is unrestricted and
includes the examination of correspondence files, laboratory note-
books, and similar records and reports, or any inguiry into the
scientific or technical qualifications of laboratory personnel, the Amer-
ican Council of Independent Laboratories wishes to register its un-
alterable opposition to this proposal.  Our objection is predicated not
merely on the possibility of fishing expeditions, to which reference
has been made by other witnesses, but 1s based on the facts that much
of the work of a consulting laboratory~—and, hence, its files, records,
and so forth—has no direct relationship to pending or proposed admin-
istrative matters; that services rendered for a specific client may
relate to research projects or to the development and improvement of
products which may not come within the scope of the Food, Drug,
and Cosmetic Act; that such services, and hence records, may relate
to products or processes not yet subject to patent protection, or may
involve independently obtained data concerning competitive products,
or they may relate to pending or proposed litigation to which & com-
petitor or the Government itself may be a party. These are but
examYles of the highly confidential nature of the relationship between
consultants and clients, a relationship no different from that which
exists between lawyers and their clients, or between physicians and
their patients.

A consulting laboratory having custody of secret formulas or other
confidential information belonging to a client is not in the same
position as the client with property rights in such information. The
consultant should not be expected to assume the responsibility of de-
ciding what and how much of his ¢lient’s information may properly
and Jegally be released; this should be the prerogative of the client,
rather than of the service laboratory. The responsibility for with-
holding what he may leaally be entitled to withhold should rest on the

client’s shoulders. ["nder the proposed amendment a manufacturer
ﬁ would be exposed to compulsory disclosure of confidential matters

under circumstances beyond his control and a consulting laboratory
entrusfed with such confidential data might be eriimnally liable for
guarding too zealously its client’s interests.

The ultimate objective of scientific investigations which a con-
sulting laboratory 1s asked to undertake is sometimes not disclosed
even to the investizator. Under these cirenmstances it is difficult to
decide what is pertinent to a food and drug matter and what is not, or
what is control testing as distinguished from research. The line of
demarcation between research and contro] testing is not so sharply
dravm as to distinguish one type of record from the other. This is
not to deny that where a clear distinetion does exist, and a request
is made for specific analytical control data, they should be made avail-
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abie Jor inspcetion. But for this purpose )t seems unnecessary o ex-
pend present mspeetion powers to the degree that iirelevant confi-
dential mformation might al-o be disclosed.

It has heen contended that any information made available to a
food and drug inspector is treated confidentially and that trade secrets
luive never been knewn to be revealed exceept when necessury in ad-
mim~trative er judicial proceedings. In sueh statements, the qualifiea-
tion must be recognized that no such i~tances are “known.™ This
does not mean they do not exist or may not occur. Without question-
ing the claim of the Food and Drug Administration for a good vecord
in this 1espeet, it must be acknowledged that proof of a breach of
confidence or nusu-e of pravate informmation is extremely ditlicult to
estublishi. To way that no known violations have occrured is tanta-
nmount to clainnng a ding to he safe simply because no adverse eflects
are known.  Scientific or technolozieal imfornation once mpressed
on a prepared mind eannot readily be erased. The application of
such mformation, either directly or perhaps subeonscrously under
appropriate civcumstances, 1s hardly avoidable. Furthermore, it is
well known that Government ageneies; ike mdustiial organizations,
are experiencing i constant turnover of personnel. What opportunity
has the FDA or any other agencey to check on the misuse of confidenti-
ally gotten nformation; onee an mdividual has left its employ?

It has been claimed that adequate administration of the food addi-
tive regulations is hampered by the inability of FD.A in<pectors to
loak into production and control records in plants. Tt is certainly
not nevs to this committee that practicable analytical methods are
vequired for detecting the presence and amounts of additives to food,
a~ well as for controlling the purity and potency of drugs. These
methods are more definitive and unequivocal than self-cerving pro-
duction records.  To the extent that inspectors might rely upon
preduction or control vecords in liew of independent analyses, it would
tend to encourage the maintenance of duplicate or ex pest facto
records.

It hias been proposed that DA inspection be extended to include
inquiry into the qualifications of technieal personnel.  The problem
of certifying laboratories hins been con<idered for many vears and
progress i this divection, particnlarly as applhied to clinieal labora-
tories, has been made in many States. However, the sctting of
standards of competence for scientific or technical personnel at differ-
ent profe-stonal levels is franght with many difficulties and has been
the subject of concern among professional societies representing vari-
ons scientific diseiplines.

Tuder the-e ctremnstances it would seem logical that a prerequisite
to any attempt to inguire into the qualifications of laboratory per-
sonuel ~hould be the adeption of criteria, not unilaterally by FD.A,
but in collaboration witly the appropriate technical and professional
organizations,  The cemplexity of this problem would secem to mili-
tate against the advisability of granting authority to inspectors to
s upon the quadifications of techmeal perconnel. This should be
the respon-ilulity of the operating management of any o1ganization
cneneed in sclentific activities.

[ cummary , we respeet fully cubmit that the inelusion of consulting
laboratories with manufacturimg e<tablishments subject to the broad
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inspection powers contemplated under the proposed amendment, is
neither necessary nor desirable because (i) adequate authority for such
laboratory inspection as is appropriate to the purpose of the act
already exists: (1) no evidence has been established that inspection
under present law has been refused by a consulting laboratory; (iii)
reasonable limitations have not been defined which would restrict
inspection to specified analytieal control data; (iv) no standards or
criteria for the qualifications of personnel have been established by
the pertinent scientific or technical professions; (v) no protection 1s
aflorded the consulting laboratory against disclosure of irrelevant or
confidential information belonging to a client; and (vi) unrestricted
inspection would impair the confidential relationship between scientific
consultants and their clients to the extent of seriously jeopardizing
their professional activities.

The Crramyax. Doctor, thank you very much for your discussion
of this particular problem, which I think is the first one we have had
on the question of consulting laboratories.

Any questions by members of the committee ?

Thank you very much.

M;r. Oser. Thank you.

Mr. Moss. Mr. Chairman, T have no questions, but I wanted to have
the record reflect the fact that the fees received by the Food and Drug
Administration are, as T suspected. paid into the Treasury and subject
to the annual appropriation by the appropriate committees of the
Congress.

I think that the doubt rajsed by Dr. Miller's statement as to whether
or not that was the procedure should be clearly resolved, and I had
the matter checked with the agency in order to ascertain the truth.

The Cramarax. Very well.

We think the record should speak what the facts are.

Dr. Miles H. Robinson?

Dr. Robinson, you may proceed.

STATEMENT OF MILES H. ROBINSON, M.D.

Dgr. Rorixsox. Alr. Chairman and members of the committee, I am
Miles H. Robinson. a graduate of the University of Pennsylvania
Medical School in Philadelphia. and for the last 20 years T have been
in the practice of internal medicine in Washington State and in Mary-
Jand, with the exception of 4 years teaching and doing research In
physiology and pharmacology at Vanderbilt Medical School in Nash-
ville, Tenn., and at the University of Pennsylvania Medical School.

I am an independent, practicing physician, not connected in any
way with the drug industry, and 1 have some facts with documenta-
tion to give the committee, which I believe are good reasons, among
others, for passing H.R. 11581.

The fact that large numbers of children have been born without
arms in Europe as a re<ult of taking a tranguilizer drug also approved
in this country for testing by the Food and Drug Administration seems
reason enough to pass legislation to strengthen the safety provisions
of the FDA_

Yet, there is a deeper significance to this tragedy which should be
laid before this committee. Tt is that the people of this Nation are
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being steadily educated by doctors and the drug industry to take a
drug whenever they feel anxious about anything. They are thus di-
verted and distracted from really constructive actions to preserve
health, and the moral fiber of the country is seriously weakened.

As Dr. Herbert Ratner, director of public health for Qak Park, 111,
saps:

* s+ we must not forget that, with the barbiturates and stimulants, the
tranquilizers are the wost misused drugs in the United States. We constume
fantastic quantities of these drugs. For many they are used as a panacea to
solve persgunal problems; they are practically replacing the Junction of the virtues
in striving for a saue and well ordered Life.

The emphasis is mine. This quotation is from an interview printed
in pamphlet form by the Fund for the Republic, Inc., Santa Barbara,
Calif,, 1962, page 3%,

Dr.Ratner is making the point that the more tranquilizers, the less

eople are resorting, let us say, to the Bible and the Ten
gommandments.

WWhat is our consumption of tranquilizers? T have not heard that
given in testimony before the committee. I was able to get resterday

the dollar volume for 1958 and the tonnage for 1961. In 1958, $200
million was gpent on them ; one-fifth of all Americans had taken them;
1 out of 3 prescriptions were for tranquilizers; and 20 million Ameri-
cans were taking them regularly.

This is from a clipping from the Baltimore Sun in 1958, reporting a

speech by the assistant professor of pharmacology at the University of
. Maryland Medical School.
& In 1961, I have not got similar figures, but 7.200 tons were produced,
} which was 119 tons more than in 1960. This is just in the United
States. and that reference is from Drug Trade News, August 6, 1962,
page 33. -

The thalidomide catastrophe is just the part of this iceberg. so to
sFenk. which shows above the surface. TUnderneath the surface lie
the potential consequences of continued intemperate ingestion of drugs,
tranquilizers, and others. We have now had a strong warning and
it may be a fortunate thing that we did not have to wait 20 years as in
the ca<e of cancer from painting radinm on watch dials before we got
this warning.

TWho is promoting the widespread consumption of tranquilizers. and
how do they do 1t? I would like to read very brief excerpts from
typical misleading advertisements which the drug industry displays
to doctors and which urge a fantastic use for drugs. I picked alinost
3” of these adverticements out of my mail which came in the last few

ays.

Thisis a full-page advertisement on the back cover of the Marvland
State Medieal JJournal for July 1962, in which a drug called Librium,
“the successor to the tranquilizers,” is recommended for a pregnant
mother with her first baby, who imagines that she ishaving birth pains
6 months ahead of time. . ’

You will recall that thalidomide was given in just about this period.
early in the pregnancy.

This drug is also recommended for “the surgical patient who <ees .
doom in the frown of a nurse.”

Here is another full-page adverticement for Librium in another
free medical magazine.

ey e o
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May I interpolate a remark in connection with what has been said
liere about the generic name for drugs. The remark was made that
doctors would not like the generic name; that they would prefer to
stay with the trade name of some drug company they trust.

would dispute that. .

I think that every conscientious doctor will be definitely affected by
this new law, if it goes into effect; that he will then use the short
generic name.

As Mr. Miller, of the United States Pharmacopeia, told you, there
are three names. There is a brand name, for example, Thorazine,
which I am looking at here on another tranquilizer advertisement;
then there is the generie name. which happens to be chlorpromazine,
three or four letters more in the word; then there is the long chemical
formula. which takes 2 or 3 inches on a page.

The new law, which you are considering here, will give the Food and
Drug Administration, at least under Mr. Miller's amendment, standby
power, if the U.S.P. does not do it first, to standardize on the short
generic name, and I want to say with emphasis that any doctor who
will not write three or four more letters on a prescription 1s not a very
good doctor.

He has to be careful that his prescriptions mean what they say.
He can be sued for malpractice 1f they do not. Both he and the
druggist have been, and will be. sued for malpractice, if anything goes
wrong.

And, finally, it is a very good thing for the doctor to get acquainted
with a standard name for these drugs which have so many duplicate
trade names.

Here is another tranquilizer advertised in another free medical
magazine, which comes out in a newspaper format, the Medical
Tribune for August 20, 1962. Here we have a drug called Mellaril,
recomimended also for women with emotional symptoms in connection
with childbirth. Itisalso for— :
tense, nervous patients seen in everrday practice * ° * for chronic fatigue,
insomia, anxiety, and apprehension, vague digestive disorders, ete.

This isall stated on the advertisement.

I am impressed with that “etc.” It just tapers off into the wide,
blue yonder where tranquilizers are claimed to be good for everything.

Here is another tranquilizer advertisement, also full page, in the
samme Maryland State Medical Journal for July 1962. It has a beauti-
ful picture of a happy family, with the caption—

Emotional control regained * * * a family restored ®* * * thanks to a doctor
and “Thorazine” * * * Experience in over 14 million Americans * ¢ * A fun-
damental drug in both office and hospital practice.

Down at the bottom it alse says: “Posed by professional models.”
They do not want to give the doctor the idea that these handsome
people were ever cick. perhaps, or took a tranquilizer. .

et us stop for a minute and take note that many of these advertise-
ments appear in the official jonrnal put out by the State medical so-
ciety, which is really the lncal branch of the AMA, and this gives the
advertisement a definite degree of official sanction. But the connec-
tion lies deeper than that. The facts are that in practically every
State in the Union, 1t is the big drug advertisements which constitute
the major financial support for each State medical society journal.

88559-—62——33
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For example, the Maryland State Medical Journal has 54 pages of
advertisements in it this month, and they are almost all of them big
drug advertisements. )

Furthermore, about half the incorne of the AMA itself comes from
drug advertisements in AMA-controlled journals. This has been true
for years.

The reference I can give you on that is from the Journal of the
American Medical Association itself, volume 140, page 614.

A similar reference in the same maguazine, in the same volume,
page 979. .

i stmilar reference supporting this statement I have made, volume
147, page 1246, in 1951. _ _

11l organized medicine ever stop its narrow-minded preoccupation
with drugs, far too many of them used precipitantly, displacing sensi-
ble procedures, maintaining the patient in a weak and ignorant con-
dition? Does a dog bite the hand that feeds it? There 1s, of course,
a monopoly here, a collusion between organized medicine and the dnéﬁ
industry which strongly suppresses any nonsurgical healing whi
does not depend on drugs.

Perhaps I may quote to you a statement by Oliver Wendell Holmes, 3
Sr., the physician father of the Justice Holmes who was quoted by one B -
of the lharmaoeutical witnesses present before you last Monday. ’

The father of the great jurist was an egually famous man. He was
the codiscoverer of the cause of childbed fever, along with Semmel-
weiss in Europe, a very great man.

At the time when he was professor of anatomy at Harvard, he made
this statement before the Massachusetts Medical Society in 1860,

Hesaid: ,

I frmlx believe that if the whole materia medica {that is, our drugs] as now ’;l .
used could be sunk to the bottom of the sea, it would be 1ll the better for man- .
kind-—and all the worse for the fishes. :

I do not mean to say I am a therapeutic nihilist, but I would men-
tion to this committee that our greatest doctors in the past, Hip-
pocrates, who began first with diet and regimen of daily living, then
secondly with drugs, and thirdly, if necessary, with surgery; Sir Wil-
liam Osler, probably the greatest physician we have ever had in this
country—all such men were very cautious about drugs, and drugs came
largely second in their thoughts about what to do in treatment.

t us also stop and ask how freely can the money flow in this deal
from the drug industry to organized medicine? k-

Mr. Biemiller has already given the figures I was going to give you
showing that the profit rates of the drug industry exceed those of all h
other manufacturing industries in the country. i

I would only add that in 1958 the drug industry spent about §750
million for promotion and advertising. compared to a total of $200
million which was the fotal amount of money available to all the
medical schools in this country for their educational program.

The reference for that statement is the AFL~CIO American Federa- E
tionist for December 1961, page 2 of the reprint. 5

In this connection, a member of this committee asked Mr. Beesley,
president of Eli Lilly & Co., what the relation was between his re-
search and his advertising expense. Mr. Beesley did not know, but
page 31 of Senate Report 448, 87th Congress, st sesssion, tells us that
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for 22 leading drug manufacturers in 1938, research was 6.3 percent
and selling expenses were 24.8 percent of the sales dollar. That 1s, they
spent about four times as much on selling as on research.

Here is another full-page tranquilizer advertisement in the Mary-
land State Medical Journal for July 1962. It shows an alert doctor
and two hands of 2 woman wringing a handkerchief. The caption is:

Safe, continous relief of anxiety and tension for 12 hours with Just one capsule
without causing autopomic side reactions and withount impairing mental acuity,
motor control, or normal behavior.

Presumably, any of these last bad things may happen with some
other drug company’s tranquilizer.

Here is another full-page, big-picture ad in the same journal—and
Jet me say that from what I have seen this is the case in State medical
journals all over the country, not just in Maryland—showing a woman
selling hats to a customer, with this caption:

“How do you feel lately, Mrs. K27

“Well, Doctor, some customers still ‘get on my nerves' * * * but somehow

this doesn't bother me as much * * ¢ 1 feel better now and people seem easier
to get alopg with * = *”

And below this conversation—
This could be your “anxiety patient” on trepidone.

Incidentally, let me mention a practical little thing here of interest
to anyone who may have a relative or someone on tranguilizers.

Here is a caution as to mixing alcohol, that is, drinking, with the
tranquilizer meprobamate, a very common tranquilizer, which I find
in the fine print of a big brochure, a big advertising spread, from
Wyeth Pharmaceutical Co., which also reached me this week, I think
on Monday.

Special care should be taken to warn patients taking meprobamate that their
tolerance to aleohol may be lowered with resultant slowing of reaction time and
impairment of judgment and coordination.

What I wonder is, if you are taking that stuff, what do you care
about warnings? Anxjety is gone. You are tranquil. Let’s face it
and stop this mercenary deception; the fact is, you are doped.

Here is a full-page ad in Lippincott’s Medical Science for August
10, 1962, again, a give-away magazine which is jammed with medical
advertisements, showing a wistful, pretty girl with the caption:

If you don’t ask her about premenstrual tension * * * she may never know
lt]);z dreliet of Crclex * * * helps you to return the patient to untroubled woman-

Cyclex contains several extra bonuses—a diuretic to increase the
flow of urine. a special compound to dispel swelling. and meproba-
mate, the tranquilizer to “quell the psychic tension.” This gem is
made and adverticed by Merck & Co. 1 forgot to quote what happens
if yvou do not give her the drug: her premenstrual tension, which,
let me <ay parenthetically, is a natural concomitant, to some degree,
in everv normal woman. this tension “can alter domestic and social
behavior * * * complicate other illnesses * * * reduce work attendance
and income.” if you do not give this drug.

If T may offer a therapeutic opinion of my own, the first intelli-
zent thought when anything goes wrong with the reproductive system
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is the diet, just as it is in animals. The question always should be:
WWhat is that person eating? .And top quality food cuts down and
eliminates these troubles better than anything else there 1s.

But that is not the first thought of the drug advertiser, and, I am
sorry to say, of the majority of doctors today. .

It is probably not necessary to give more citations. I have 10 more
which ¢éame out of the same journals. of just about the same caliber.
Some of them tell how to take a synthetic male hormone type of
thing, one of the exotic creations of synthetic chemistry, and use it
for emotional and physical exhaustion, sort of a change from being
tranquilized. )

There are also special new drugs to shake up the metabolism in
most complex manners so that a tennis elbow feels better.

A these medications usually constitute unscholarly meddling with
delicate body mechanisms.

Here is the tennis elbow in a full-page advertisement.

Mr. Chairman. it seems to me that the kind of advertisements I have
been reading are either exceedingly childish or degenerate, or both;
and that a more strict control of drugs and their labeling in adver-
tising is imperative.

I?ﬁ?. 11581 is a step in the right direction. I think the efficacy
plirases should be taken out, as Mr. Klump testified so eloquently, be-
cause, as has been pointed out by many witnesses, these phrases give
great power to one man which even a group of men would not be
wise enough to merit, so intricate is the human machinery.

There is never any question about our spectacular drugs. It is only
those with more subtle action which work only under special circum-
stances and conditions, and we must we chary of setting a2 precedent
of one man deciding and dictating that a drug is or is not efficacious
in the complicated human animal.

1 On the other hand, we can achieve very much the same ends by a
much better method. 3

For example, the bill would be greatlr strengthened if an amend- -
ment were added stipulating that patients must give their written 1
con<ent before being experimented on with a new drug not approved
by the FDA.

The public will then know what is going on. just as they know more
or less what to expect when they sion the standard hospital operation

ermission form. Both parties wil} stop and think a2 moment, which -
is just as it should be. i

Of course. such written permission to receive a specific drug will act
as a check on the testing of new drugs, and the pharmaceutical com-
panies will not like that, but that is just what the public needs now,
and I venture to say, will always need, in order to hold down the 3
thoughtless promotion of drugs.

There ill be no appreciable increase of paperwork, if the patient "
sigms his name to chow that he has been informed that such and snch
new drug will be given to him, becausce the doctor already has a sheaf
of forms to fill out and sign himself for each patient to whom he gives
a drug under test.

_Yf a patient is not told that an experimental drug is being used on
him, that patient isin the dark,
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When the labeling which accompanies a drg, including its adver-
tisement, mi<leads the doctor, that dloctor is in the dark.

The American way is not to dictate any more than can be avoided
what 2 man must do, but, rather, to turn on the light so that he can see
what he is doing.

Mr. Chairman, I have a brief remark to make at the end of m
prepared testimony in which I would like to respond to a point whic
you have made with clear emphasis on two occasions that I know of,
Monday and today, to the effect that no testimony has been given here
that H.R. 11581 would prevent the thalidomide type of accident.

1 would like to answer your remark on that by saying that I believe
this new bill would greatly veduce the risk of such an accident for the
following reasons: )

First, 1t Jengthens the time over which the Food and Drug Adminis-
tration can consider a new drug; and the deluge of drugs which de-
scends upon the FDA, which even Dr. Klumpyp referred to in his
testimouny as a terrible deluge of drugs, that would be reduced.

Much time is required to test a drug. It is amazing how long one
<hould study these things and how many animals should be used;
by slowing up the process the FDA can do a better job.

Secondly. as T understand it, the new hill puts a burden of proof
upon the drug manufacturer to demonstrate that his new drug is safe.

It would not receive approval by default. As things stand now,
nnless the FDA comes up with adverse evidence within 60 days, the
drug is automatically accepted.

That, again. will slow up things and give time for good work to be
done by the FDAL

Thirdly, the amendment which T have mentioned above requiring
revelation to the patient that he is participating in an experiment
on a new drug will also slow up the deluge, and give time for a more
scholarly decision.

If people know that they are taking an exg)erimentnl drug, any
abnormality which the patient experiences will cause him to report
it, perhaps months shead. He can be an intelligent guinea pig, if
you will, and not an absolutely helpless, victimized person wgo has
been given this drug as in the thalidomide case by some obstretician
who never told the patient what she was getting.

So the warning would go out far quicker to cut off the supply to
other patients of a dangerous drug.

For those three reasons, and by enforcing labeling, which is per-
haps not so much a part of this bill, I do behieve, Mr. Chairman, that
the chance of a t]mligomide type of accident would be greatly reduced.

We cannot entirely eliminate accidents in this field, any more than
éve_ can in air travel, but we can do much better than we have been

oing.

Thank you. Mr. Chairman, for the privilege of giving you my

testimony.

The Crarrarax. Doctor, the question T raised a couple of times was,
in no way, questioning the fact that Dr. Kelsey had done a mag-
nificient job, as has heen so well and appropriately recognized.

Thefpoint that I have raised is that under present law, any such
type of drugs could be denied clearance by the Food and Drug Ad-
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ministration within the time to act upon it, and then the matter goes
to a hearing.

That was the point that I have tried to make.

I have not at any time indicated that the provisions of this bill
would not give more time for consideration. It may be that 180 days
would be more sufficient time to make such a determination than 60
days, but under this provision precisely the same thing is involved,
except, instead of having 60 days, you have 180 days.

You have got to make a decision and then go to hearing, if necessary.

Areyouan M.D.?

Dr. Rosrxson. Yes,sir,I am.

The Cramsran. In private practice?

Dr. Ropixson. Yes. -

The Crarryax. You have given the committee an interesting dis-
course here which certainly 1s a wide variation from anything we
have had. .

Obviously,it isa thought that should be kept in mind.

There may be something to what you say.

I think probably it might be a good idea to have the drug people
comment on this. ?imag'me they would probably welcome that oppor-
tunity, even though I am not suggesting that these hearings should
goon and on.

But there is one thing in your statement that, to me, is a rather
serious accusation, and even if the trend of thought of the American
people, as you have described here, is questionable in the minds of
other people, it is a very serious thing when you say that “There is
collusion between organized medicine and the drug industry.”

If that be true, I think that some serious consideration should be
aiven to it. I simply cannot believe it myself. You are a doctor, and
I assume you belong to the American Medical Association, do you not?

Dr. Rozrxsox. I%elonged for many years.

The CraIryaN. I assume you belong to your local medical society ?

Dr. Rosrxsox. Oh, yes, I belong to my local, county, and State
medical associations. Aside from any other reasons, without these
memberships I could not practice in hospitals, obtain standard mal-
practice insurance, or participate in Blue Cross or Blue Shield. But
%[ disagree so much with what the AM.A. does that by choice T have
not belonged to the AM.A. in recent years. T am not alone in that
respect. for as the Montgomery County Medical Society Bulletin
points out in its issue of August 1962, p. 239, “* * * a good many doc-
rors{ do not belong to or believe in their own organization™ (the
AMA).

The Crarrarax. The doctor is so important to the life of the indi-
vidual and the family. I suppose the doctor probably is more inti-
mate with family life than perhaps anyone else. And if the medical
profession is putting itself 1n the position of being in collusion with
the drug industry to commercialize on the Jives of the American peo-
ple. that is a pretty serious charge.

Dr. Rosexsox. Yes, sir.

May I say that some things acquire respectability through age alone,
and for really many years the drug industry has contributed large
sums, one-half the income of the AMA comes from the drug com-
panies—you can find it in the AMA financial statement—and, as was

, 4

......



‘METIC ACT

‘ter goes

‘his bin
80 daJ‘S
than 69
Volved,

essary.

z dis-
g we

ople
por-
»ald

her
of

tis

2d
t?

“"""‘\‘Dm.f;

VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT

DRUG INDUSTRY ACT OF 1863 511

said earlier here today by, 1 think Dr. Miller of the U.S.P., up until
1955 the AMA made some effort to control the quality of drug ad-
vertisements in its journals.

But in about 1955 the AMA. more or less threw in the sponge. It
was just too much for them.

So far as the AMA being influenced by drug interests, it is like the
old story from the South that if you will tell me where a man gets
his corn pone, I will tell you what his politics are.

I think that does apply to the AMA. It cannot help but be strongly
influenced by the pharmaceutical industry.

The Cramouan. Doctor, T have never come to the belief that the
intricate lives of the American people mean so little to physicians
that, when you get down to it, the relationship is more basically com-
mercial than it is to do something for humanity.

Any further questions?

Mr. Roeerrs. Doctor, one thing I would like to ask.

How easy is it to get some of the commonly known tranquilizers—
take Equanil, Miltown—once a prescription has been givent

T mean are most of these refillable without another prescription?

Dr. RoBixsox. I have prescribed a tranquilizer only once, about 8
years ago so I am not sure how careful doctors and druggists are about
this nowadays. The chances are that they are not refillable without
the doctor's permission. But he may phone the druggist, or write
on his preseription blank, “Do not refill at all,” “Refill once,” “Refill
three times.” or “Refill as needed,” so there is plenty of leeway here.

Mr. Roserts. That isall.

Mr. Mose. Mr. Chairman.

I want 1o take the opportunity to compliment you, doctor. It is
to me a very refreshing thing to have an individual come here and
from a background of professional knowledge undertake to share with
the members of this committee his convictions gained from experience,
and who, I might add, is sufficiently worldly to recognize that the
appearance of a doctor here under these circuimstances takes a small
measure of courage, at least. I think. for your interest, demonstrated
by vour appearance, that you are certainly deserving of a degree of
congratulation, and I certainly extend it to you.

Dr. Romixsox. Thank you,sir.

Mr. Chairman, may I say that T agree with you absolutely that
there is not an overwhelming commercial flavor to the practice of
melicine.

There is not.

All that T was pointing out is that there is an undue influence from
the pharmaceutical industry which has taken us away from our high-
est principles of Hippocrates, Sir Willinm Osler, and Oliver Wendell
Holmes. and we have gone too far in this business of drugs, well shown
by the adrerticements which I have read. Our predicament is tied
up with the financial connection between the AMA and the drug
industry.

T should add that those things develop so gradually that one drifts
into it.

We have now generations of doctors who have been indoctrinated
too much in the way of drug therapy, and that sort. of thing progres-
sively permeates and colors the situation imperceptibly without any
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criminal intentions on the part of anyone, I wasspeaking out against
that trend.

The Criamrman. Doctor, T agree with Mr. Moss. It takes a lot of
courage to do what you have done today, and if these things are true,
as I have already said, it s a very serious situation indeed. I notice
that you have been teaching at Vanderbilt Medical School in Nash-
ville, the University of Pennsylvania Medical School, and if what
you have just said 1s true, I think it is certainly a reflection on our
medical institutions in not training our doctors in the proper concept.
1f we ever get to the point in this country where we cannot depend
on the doctor to protect the lives of the people, then I think you are
going to find. some real revolution taking place in the practice of
medicine, if the people come to that realization.

Mr. Friepe. Mr. Chairman ¢

The Cuairyax. Mr. Friedel ?

Mr. Frieper. May I ask one question

Doctor, have you ever made a written or verbal protest to the AMA ¢

Dr. Rosixsox. Yes, indeed, I have.

Mr. Frieper. Once, twice, many times? When was the last time?

Dr. Ronixsox. Well, sir, it is a long story, but I had a major battle
with the AMA, lawsuit and all the rest, at the time when I was out
in Washington State and the AMA and its local societies were monop-
olizing medical practice through so-called medical bureaus.

The AMA and its State socleties were arranging for the local
doctors actually to own and operate these bureaus which were, in fact,
simple commercial insurance companies, a very radical development
that took place in a State, Washington State, which at that time was
quite radical in its welfare programs.

The State nearly went bankrupt in giveaways in medical care.

So T had quite a battle with them out there because T observed that
the svstem of doctors emploving themselves in medical insurance com-
panies was leading to decay in the profession. And =0 I have
been very much in opposition to the AMA beginning about 10 years
ago.

“Mcr. Frieper. That isall.

-The Cnarmrrax. Doctor. thank you very much for your presenta-
tion.

Dr. Roprxsox. Thank you,sir.

(The supplemental statement of Dr. Miles H. Robinson follows:)

SvpPpLEMENTAL STaTEMENT oF Mrres H. Rorixson, M.D, 1x Sterorr oF H.R.
113581, AtGuUsT 28, 1962

Mr. Chairman and members of the committee, a few days after I had the
privilege of appearing before you on August 22, the Saturday Review of Litera-
ture, issue of September 1, 19G2, was published. It contains a remarkable
article by the <cience editor with many new fuacts bearing on the drug situation
which I believe the comipittee would find useful to have at hand as it weighs the
provisions of HR 11581,

For examyple, the article cites from the files of our Food and Drug Adminis-
tration cases of concealment for as long as 5 years by drug companies of deaths
caused by various new drugs (p 40). It reveals the FDA ficure of 19.822
Americans who took the tranquilizer, thalidamide (p 3S). It describes how T.S.
Food and Drug Commissioner Larrick waited for 6 mooths and a public uproar
before sending out bis agents to round up what remained of Merrell's experi-
mental pills 1o physicians’ offices throughout the country. Germany had taken
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thalldamide off the market 6 months before Mr. Larrick acted, as soon as that
country confirmed the drug's complicity in birth of malformed bables.

The thalidamide story which bas appeared in the press in necessarily scat-
tered form as the details developed, is chronologically and adequately sum-
marized in the Saturday Review article.

The whole picture of drug experimentation and promotion is brought into
sharp focus, and further supports the testimony which I gave to the committee.
For these reasons, I earnestly hope that you will include this article, in full, as
part ‘of my supplemental statement. If this cannot be done, I hope that the
excerpts which I have marked cau be included.

Enclosed is a copy of the magazine in question.!

The Cramyax. Mr. Chinton R. Miller, who will be the final witness.
Mr. Miller, you may proceed.

STATEMENT OF CLINTOR R. MILLER, ASSISTANT TO THE PRESI-
DENT OF THE NATIONAL HEALTH FEDERATION; ACCOMPANIED
BY CHARLES ORLANDO PRATT, ATTORNEY

Mr. Muter. Thank you, Mr. Chairman.

I am accompanied today by the legal counsel of the National Health
Federafion. Mr. Charles Orlando Pratt.

Mr. Chairman, for the record, I am Clinton R. Miller, assistant to
the president of the National Health Federation. Our main office
1s 709 Mission Street, San Francisco, Calif. Our Washington office
15 at 1012 14th Street NW., Washington, D.C.

The National Health Federation is a rapidly growing national or-
ganization, composed of thousands of members who believe in free-
dom of choice in matters of health where the exercise of that freedom
does not endanger the health or safety of another, and thereby deny
him an equal freedom.

In matters of health, the professional and commercial interests in-
volved have been well organized for many years. The Pharmaceutical
Manufacturers Association and the American Medical Association
have represented their members’ commercial interests extremely well,
as evidenced by the profits of the former, and the top nrofessional
income position of the latter. Where this position has been gained
within the framework of freedom and fair competition, we applaud
and support their success. To the extent, however, that it has been
gained as a monopoly, by suppressing freedom of choice, information,
and competition, we condemn and oppose them.

In the present bill we find ourselves in both roles. We support their
reasonable requests for certain language changes in the bill which
would prevent giving unlimited, arbitrary powers to Government.
One Dr. Henry Welch istoo many.

We, on the other hand, point out that the AMA has been found
uilty in the past of a eriminal conspiracy to monopolize the healing
arts, If the drug industry is guilty today of monopoly control, then
they shonld be prosecuted under the laws that forbid trusts. The
laws presently on the books are adequate for that.

In matters concerning their health. the average American has not
been so well organized and represented as the commercial interests.
Consequently, he has had very little protection from certain monopolis-
tic forces in the field of health which have run rampant in America

3 The material submitted by Dr. Robinson may be found in the flles of the committee.
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for many years. The National Health Federation was formed to fill
this need. TWhile no two people in America have identical beliefs in
respect to the best approach to health, they all have one belief in
cormnmon, and this is that every person should have the right of freedom
of choice in what is done to his body. We weigh all proposed legisla.-
tion on this scale, and believe that freedom of choice for the well-

informed individual is the safest, fairest, and wisest position that a
lawmaker can take.

MEDICAL EXPERIMENTATION WITH DRGGS WITHOUT PATIENT'S KNOWL-
EDGE OR CONSENT

We wish to focus the committee’s attention on what we feel is the
most glaring loophole in our present law: the absolute lack of any
effective control of investigational drug experimentation on involun-
tary human guinea pigs. The fact is dawning on Americans that they
have been, and are {))emg, subjected to extremely hazardous and dan-
gerous medical experiments on their bodies without their knowl-
edge or consent. This is increasing on a vast scale, unprecedented in
history.

Fulx:{hermore, there is nothing in the instant bill. H.R. 11581, to
recognize, {)revent, or correct this specific situation. No person should
be denied the right to know that he is participating as a human guinea
pig in a medical experiment, and that he is taking an experimental
drug with unknown side effects.

THE PROPOSED NATIONAL HEALTH FEDERATION AMENDMENT

We respectfully urge that a new section be added under title I,
part A. Wesuggest that it contain the following:

NOTIFICATION OF EXPERIMENTAL DRUG USE

The following statement must be signed by a doctor’s patient, or the patient’s
legal guardian, before he may be given a8 new, experimental drug:

I bave been advised that __________ , 4n experimenta) new drug, as yet un-
approved by the Food and Drug Administration, is to be administered to me
for the purposes of testing its usefulness. safety, and/or possible harmful ride
effects. Signed by the patient or the patient’s legal guardian.

The Washington Post of Sunday, August 19, 1962, carried the fol-
lowing information:

The FDA surveyed the iInvestigational use of thalidomide in the TUnited

States. finding that, as of August 6, 3,372 women of childbearing age were
known to have received the drug.

This points out the unlimited right to experiment on humans without
their knowledge or consent.

Here are some hard-to-believe facts:

1. Americans will soon know that under the present and proposed
zlz\w. there is no limit as to how long one can investigate with a new

rug.

2. U'nder the present and proposed law, there is no requirement
that the doctor even tell a patient that he is being used as an involun-
tary human guinea pig.

3. Under the present and proposed new law, there are no Fed-
era] requirements—and I will reneat this—there are no Federal re-
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quirements that a doctor keep a record of any patient who receives
anexperimental drug.

4. Ernder the present and proposed law, there is nothing that pre-
(\iems a doctor from charging a patient for a new, experimental

rug.

5. Under the present and proposed law, there is nothing to pre-
:ient, the drug company from charging the doctor for the experimental

rug. . :

G.g Under the present law, there is nothing to prohibit a drug com-
pany from changing to some degree the formula of thalidomide, and
starting all over again as an experimental drug under a new name.
Indeed. there is evidence that thisishappening today.

7. Finally, where a drug company and a doctor may both charge
for an experimental drug given to an involuntary human guinea pig,
where they do not have to notify any governmental agency of their
intent to start testing, or of the failure of any such tests, and where
thers 1s no limit to the number or length or extent of such tests, we
have a loophole in which these commercial interests can operate busi-
ness as usual without the knowledge, control, or consent of either a
patient or his government.

The great uneasiness in America today is because at the same time
that we are giving medals to FDA officials for keeping an untested
drug off the market, the hard and stubborn fact remains that for all
practical pnrposes the drug was on the market in this country, and
was given to thousands and thousands of unsuspecting Americans
without their knowledge or consent.

The National Health Federation amendment would at least require
that this re<ting be done with the knowledge and consent of the indi-
viduals being used in the experiment. This is the very minimum
that A'mericans can expect.

The Nuremberg war trials did not challenge the matter of testing
with human guinea pigs. It did emphasize and establish that volun-
tary consent is the first prerequisite for human experimentation.

When convicts or political prisoners are used in America for human
experimentation, it is done with their consent, and they may withdraw
from the experiment at any time they choose. This same right should
he afforded the rest of America.

To preserve the time of this committee, the balance of the National
Health Federation testimony will be submitted in our written state-
ment.

Thank yon.

The Cramyax. Very well.

You may submit the ndditional information for the record

(The statement referred to is as follows:)

WTITTENY STATEMEST oF CLINTON R. MDLER, ASSISTAXT TO THE PRESIDENT OF THE
NaTioNAL HEALTH FEDERATION

In my statement before the committee, I mentioned the Nuremberg war trials.
and the rules that were set down a< a result of these trials, concerning buman
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medical experimentations. The Tribupal's judgment, rendered August 19, 1947,
of the Nuremberg medical trial gave the following judgment on:

PERMYSSIRLE MEDICAL EXPERIMENTS ON HUMANS

“The greatest weight of evidence before us is to the effect that certain types
of medical expeniments on human beings, when kept within reasonably well-
defined bounds, conform to the ethics of the medical profession generally. The
protagouists of the practice of human experimentation justify their views on the
basis that such experiments rield results for the good of society that are unpro-
curable by other methods or means of studrv. All agree, however, that certain
basic principles must be observed in order to satisfy moral, ethical, and legal
concepts:

“Nuremberg rule No. 1. The roluntary congent of the human subject iz abso-
lutely cssential. [Emphasis ours.] This means that the person involved ehould
have legal capacity to give consent ; should be so situated as to be able to exercise
free power of choice, without the intervention of any element of force, fraud,
deceit, duress, overreaching, or other ulterior form of constraint or coercion;
and should bave sufficient knowledge and comprehen<ion of the elements of the
suhject matter involved as to enable bim to make an understanding and enlight-
ened decision. The latter element requires that before the acceptance of an
affirmative decision by the experimental subject there should be made known te
him the nature, duration, and purpose of the experiment; the method and means
by which it is to be conducted ; all inconveniences and hazards reasonably to be
expected; and the effects upon his health or person which may possibly come
from his participation in the experiment.

“The duty and responsibility for ascertaining the quality of the consent rests
upon each individual who initiates, directs, or engages in the experiment. It is
a personal duty and responsibility which may not be delegated to another with
impunity.

“Nuremberg rule No. 2, The experiment should be such as to yield fruitful
re<ults for the good of society, unprocurable by other methods or means of study,
apd pot random and unnecessary in nature.

“Nuremberg rule No. 3. The experiment should be so designed and based op
the re<ults of animal esperimentation and a knowledge of the natural history of
: the disease or other problem under study that the anticipated result will justity
the performance of the experiment.

“Nuremberg rule No. 4. The experiment sbould be so conducted as to avoid
all unnecessary pbysical and mental suffering and injury.

“Nuremberg rule No. 5. No experiment should be conducted where there is an
a priori reason to believe that death or disabling injury will occur: except, per-
haps. in those experiments where the experimental physicians also serve as
subjects.

“Nuremberg rule Xo. 6. The degree of risk to be taken should never exceed
that determmined br tbe human importance of the problem to be solved by the
experiment.

“Nuremberg rule No. 7. Proper preparations should be made and adequate
facilities provided to protect the experimental subject against even remote possi-
bilities of injury. disability, or death.

“Nuremberg rule No. 8& The experiment should be conducted only by scien-
tifically qualified persons. The highest degree of gkill and care shonld be re-
quired through all stages of the experiment of those who conduct or engage fn

- the experiment.

| “Nuremberg rule Xo. 9. During the course of the experiment the human snb-
Ject should be at liberty to bring the experient to an end if be har reached the
phrsical or mental state where continuation of the experiment seems to him to
be impossible.

“Nuremberg rule No 10. During the course of the experiment the refentists in
charge must be prepared to terminate the experiment at any stage, if he has prob-
ahle cau<e to helleve, in the exercise of good faith, superfor skill, and careful
Judgment required of him that a continusation of the experiment is likely to
result In infury, dicability or death to the experimental rubject.”

A rvaluable reference hook on the instant subject is, “Esxperimentation in
Man.” by Henrs K. RBeacher. M.ID. It is puhlished br Charles C. Thomas, 301~
327 East, Sprinefield. 11l The Library of Congrese Catalag Card No. ig 58~
14065, The National Medieal Library call No. ig, W 50 B4l4e, 1954,
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The National Health Federation amendment has only included part of the
Nuremberg Rule No. 1. “The voluntary consent of the human subject is abso-
lutely essential.” There were 23 defendants in the Nuremberg Medical War
Trials. Fifteen were found guilty. Seven were hanged. Four of the seven
were physicians. It was freely admitted that in America there were human
medical experiments similar to those of the accused war criminals but they
were all performed with the consent of the human guinea pig. It was the
failure to get voiuntary consent that made the act of human medical experi-
mentation criminal. The National Health Federation would like to see the
10 Nuremberg rules established as the standard to govern all human experi-
mentation.

EXPERIMENTATION WITH HUMANS—AMERICAN STYLE

In a press release for Thursday, August 23, 1962, the Food and Drug Admin-
istration disclosed some shocking aspects of the present uncontrolled status of ex-
perimental drugs in America. The following quotes are from this press release
by FDA officers Janssen and Brooks:

“Thalidomide was never approved for sale in this country, but under the law
the manufacturer could distribute thalidomide tablets to doctors for clinical in~
vestigation. On this basis, the FDA survey shows more than 2,500,000 tablets
were distributed to 1,267 doctors.” -

CLINICAL INVESTIGATION WITHOUT BRECORDS

Lest any Congressman assume that the fancy words, “clinical investigation”
imply a tight, safe, scientific, well-controlled and documented use of potential
deformipng or lethal drugs, counsider the following from the same press release:

“FDA disclosed that 410 out of 1,168 doctors interviewed by its inspectors bad
at that time made no effort to contact patients to whom they had given the drug.
Many of the 410 felt it was not necessary because of the time lapse, or they bad
no records to indicate which of their patients had received the drug.

For emphasis, we shall repeat that last s:atement—"or they had no records to
indicate which of their patients had received tbe drug.”” 1Is this the picture that
was painted by witnesses for the Pharmaceutical Manufacturers Association to
members of this committee? Indeed not. Con~ider that over one-third of these
“clinical investigators™” either had no records, or had made no effort to contact
patients. Would it be an improper function of Government to ask that the list
of the<e 410 doctors be made public to protect their unsuspecting patients?

50 THI8 “CLINICAL INVESTIGATION"?

Further incredible disclosure of the method of “clinical investigation” is in
the following paragraphs from the same press release:

“A doctor in Kane<as City, Mo, gave 30 tahlets to a male patient who passed
some of them on to his married daughter. She took the drug during the early
stages of pregnancy and is duve to deliver by October 1962. The case is being
followed up.”

FEATHERS IX A HURBICAKNE

For tightness of scientific control, this disclosure is hard to beat (also from
the same press release) :

»Rix doctors donated supplies of thalidomide to religious groups for charitable
gictrih’:ninn over<eas and are unable to trace the present location of these

rags.

The FDA pre<a release continues:

“Records furnished by the firme show that 2.528,412 thalidomide tablets were
distributed to doctors for investizational use. They varied in strength (quantity
of the active inuredient) from 1214 to 200 millizrams. Lesser quantities of
liguids and powders cantaining the drug were also distributed.

. “More than 50 percent of the doctors interviewed had no record of the quan-

tities returned or destroyed pur<nant to the manufacturer’s instructions. There
12 0o way of Lumeing the amounts actually returned or destroyed, FDA said.
[Emphasis onrs.]

“Most of the doctor-investigators said that they had received tbe manufac-
turer’s advice in Mareh 1962 to stop using the drug, but 85 rald they were not
warned of adver<e reactions nnd 42 <aid they did not get any message from the
maunfacturer. The notice to discontinue was given by letterg, with followup
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phone calls and visits by detail men begioning in March and continuing through
July 1962

“Doctors interviewed reported that 19.822 patients had received thalidomide.
©Of these, 3,760 were women of childbearing age, of whom 624 were reported as
pregnant. Adccording to the doctors [empbasig ours], most of tbe pregnant
patients got the drug in the last trimester of pregnancy or just prior to delivery.
There are reports of 21 women who have not delivered. Three of these are re-
ported to have received the drug in early pregnancy.

“Three ¢ases of aboormalitiezs have been reported in offspring patients who
taok thalidomide distrbuted in the United States, FDA said, ¢ * »

“When asked if ther had signed a statement on their qualifications, required
by FDA reguiations to be obtained by the wmanufacturer, 640 doctors stated they
had signed such statements but 247 said they had not. Others said they could not
remember or did not answer the question.”

The release closes by updating fizures in the August 7, 1962, progress report
on FDA'’s survey of the investigational use of thalidomide in the United States.

Auvg. 7 Aog. 21

Namber of pregnant women feported to have received the drug. ... ... 207 4
Number of doctors reported as mh estigators or users of thalidomide.......... 1,248 1,267

There is ne explanation offered as to why an increase of 1% in doctors re-

porting should increase by 300 percent the number of pregnant women reported
to have received the drug.

One has the uncomfortable feeling in reading these reports that someone is
trring to keep a 1id on something.

In summary, no person should be denied the right to know that he is par-
ticipating as a2 human guinea pig in a medical experiment, and that he {s taking
an experimental drug with uanknown side effects. We respectfully urge this
committee to amend H.R. 11581 to include this safeguard.

The CramyMax. Any questions, Mr. Friedel?

Mr. Frigper. At the proper time 1 probably will propose an amend-
ment to the committee.

Mr. Mnier. Thank you very much.

The Cunamyax. Mr. Moss?

Mr. Moss. I have no questions, Mr. Chairman.

I might state that. in general, I agree with the proposal that there
should be some agreement on the part of a patient before they are sub-
jected to some of these very radical new compounds.

Mr. Mizeer. Thank you, Mr. Moss.

The Cramrstax. Thank you, Mr. Miller.

This will conclude the hearings for today.

The committee will adjourn until 10 o’clock in the morning.

{(Whereupon, at 4:50 p.m., the hearing was adjourned, to reconvene
at 10 a.m., Thursday, Aungust 23, 1962.)
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THURSDAY, AUGUST 23, 1862

House oF REPRESENTATIVES,
_ComanTrEE ON INTERSTATE AND FoOREIGN COMMERCE,
. Washington,D.C.

The committee met, pursuant to recess, at 10:15 a.m., in room 1334,
New House Office Building, Hon. Oren Harris (chairman of the

. committee) presiding.

The Cramyax. The committee will come to order.

Yesterday Mr. Benjamin G. Habberton testified, and, in response to
a question, he discussed the extent of the interest of the dairy indus-
try and its products in the factory inspection provision of this bill,

This morning I have a letter from Mr. Habberton which he feels
would be further responsive to the question raised at that time.

Therefore, the letter will be included in the record at the appro-
priate place.

(The letter referred to was inserted following the testimony of Mr.
B. G. Habberton on p. 456.)

The Crairyax. For the record, Mr. R. E. Horsey, of Givaudan
Delawanna, 321 West 44th Street, New York, may include a statement
at this point.

(The statement referred to is as follows:)

STATEMENT of ROBERT E. HORSEY OF GIVAUDAKR-DELAWAKNNA, INcC,
oy H.R. 11581

I am Robert E. Horsey, vice president of Givaudan-Delawanna, Inc., whose
executive offices are located in New York City. I bave been employed by this
company for the past 20 years. This company is a wholly owned subsidiary of
the Givaudan Corp. These companies are incorporated in the State of New
Jersey. Our plant is located in Clifton, N.J., and in our New York City location
we maintain our perfume laboratories.

My presence here {s to voice our opposition to only the strengthening of factory
inspection authority provision (section 201) of this bilL

We object to this increased inspection authority because, if enacted, it would
jeopardize the very foundation of cur business, namely the trade secrets which
include our valuable formulas for perfume bases and unique processes for manu-
facturing perfume materials.

To understand why these trade secrets are such a valuable asset, it Is necessary
to explain our company’s activity and its role within the fragrance industry
and its relationship to the cosmetic industry.

Our companpies are engaged in the manufacture and gale of perfume materials
and coropocitions made from perfume materials which, for the purpose of this
statement, we shall call perfume bases. These perfume materials and bases are
s0ld to manufacturers of perfumes, colognes, cosmetics, soaps, and many other
copsumer products. Our companies were established in the United States in
1924. Prior to this tirne Givaudan products were imported into the United States
and, therefore, have been supplied for these uses since the early 1900's.

During the past 38 years the scope of our operation has grown from a modest
80 to 500 emplorees und the plupt value increased by twentyfold. We manu-
facture approximately 500 different perfume raw materials, and currently supply
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several thousand different perfume bases to the cosmetic and other cobsumer
products manufacturers,

At the outset, I would hke to emphasize that we sell only to manufacturers,
and our problems are not the same as those of the cosmetic Industry. There-
fore, we do not believe we should Le subjected to the same regulation.

Givaudan initially entered the perfume industry by pioneering in preparing
synthetically some of the constituents found in the odorous oils of plants and
flowers. This came about from research into the constituents of natural prod-
ucts, synthesizing them in the laboratory, and finally developing processes which
could produce, economically, commercial quautities.

It was guite 2 logical step to try to use these synthetically prepared materials
to duplicate the elusive fragrance of the patural flower oils. Through the
imaginative, creative, and arustic ability of our perfumers, we wete successful
in combining synthetic and natural substances into redolent creations. Many
other original creations are produced each year.

The sale of these perfume bases constitutes a large part of our sales volume.
An appreciable number of them have been sold continuously since the earliest
dars of cur business. In spite of all the modern scientific tools, they bhave defied
duplication by otbers. Obriously, access to formulations would make the task of
duplication a simple one and, for this reason, we have, within our company, an
elaborate security system whereby only a few responsible individuals have
knowledge of the complete composition.

Equally important apd valuable are the many unique processes developed to .
make perfume raw materials. The chemistry involved is fairly well known, 1
but to produce, synthetically, perfume materials which have fine odor quality
is not so simple. Tbe fine quality and uniformity of the ones we produce are p
dependent on the processing skills and processes we have developed over the 3
Years.

in relation to the cosmetic and other consumer product manuafacturers, I am
sure you cap appreciate that the public acceptance of their products is greatly
influenced by the fragrance. The fragrance in many cases {s as valuable as
their trademarked brand names. For this reason, mapufacturers are also
anxious to preserve the secrecy of the fragrance for they have many dollars
invested in these valuable franchises. Consequently, there is a great con-
fidential business relationship betwween the fragrance supplier and customer.

The factory inspection (sec. 201 of H R. 11381) has been proposed to better
protect the public health, We, too, bave a keen interest in protecting the
public health, but we know of no evidence which indicates that perfume
raw materials or perfume bases are epdangering it. Neitber can we under-
stand how the public health could be better protected by broadening the factory
inspection.

No arguments have been presented by the administrative agency proving that
the present legal procedures for compelling disclosure of information in rela-
tion to a violation are inadequate. X

We cannot see how the unlimited examination of our processes and formulas K
can better protect the public health, but we cao foresee the potential damage ;
to our business when any inspector would have the right during any inspection, B
routine or otherwise, to copr and take with him any or all our trade secrets, ;
including formulas, processes, and coufldential business relationships, ¢

We. have had to deal with the security problem of our formulas and processes
since the inception of our company. For this reason we cannot treat lightly kY
or rule out the possible inadvertent disclosure or deliberate misuse of con- i
fidential information by FDA inspectors. This is not an accusation of the FDA :
personnel, but over & period of years we could be subjected to a significant k
number of inspectors who may or may pot remain in the employment of the
agency. We do know that the danger of leakage of confidential matters is in
direct proportion to the number of individuals possessing such knowledge.

If the administrative agency deems it necessary to strengthen the factory
inspection authority for the control of safe drugs, we cannot agree this is a
reason for extending it to other industries. We do not know the problems of the
drug industry, but we are certalu greater inspection of ocur establishment is
nat nece«sary. In fact, to the best of our knowledge, no need has been shown
for increased inspection privileges or that the present inspection authority is
inadequate In preventing the misbranding and adulteration of cosmetics.

In hehalf of our company and others In the fragrance industry, we urge the
committee to give careful considerstion to our unususl dependence ¢n protecting




VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT

DRUG INDUSTRY ACT OF 1062 521

our trade secrets and thbe Irreparable harm we would suffer through their loss.
We stroogly recommend that section 201 in H.R. 11581 be limited to drugs,
since that is the main scope of the bill. If, for some reason not obvious to
us, this is not feasible, then we recommend a revision of sectlon 201 be made
vghicb would exempt perfumes and fragrances from this broad factory inspec- .
tion authority.
The Cramyax. Itis expected that the hearings on this proposed bill
will conclude perhaps today, if not tomorrow. We have a number of
‘;';tng,sses yet to be heard, and we will undertake to get to them during
the day.
If the witnesses and the members of the committee will keep this in
mind, I think it can be concluded todai.
At the conclusion of these witnesses the record will be kept open for
a period of 5 days, and under the usual procedure the committee will
receive any additional statements that anyone might desire to file.
All statements pertinent to this proposed legislation will be received
during that period.
_ The first witness this morning will be Mr. Philip F. Jehle, Wash-
Ington representative and associate general counsel of the National
Association of Retail Druggists.
Mr. Jehlet?

STATEMENT OF PHILIP JEHLE, WASHINGTON REPRESENTATIVE
AND ASSOCIATE GENERAL COUNSEL OF THE NATIONAL ASSOCI-
ATION OF RETAIL DRUGGISTS; ACCOMPANIED BY JOSEPE COHEN,
ASSOCIATE WASHINGTON REPRESENTATIVE

Mr. Jemie. I am Philip Jehle, the Washington representative and
associate general counsel of the National Association of Retail Drug-
gists. Asyou know,the NARD is a small business organization having
a nationwide membership of more than 36,000 community drugstore
owners. It is both an honor and a duty for the NARD to speak for
these family pharmacists on all Federal legislative matters affecting
their professional and competitive interests. Accompanying me this
Txr}x%ing is Joseph Cohen, associate Washington representative of the
NARD.

I deeply appreciate your kindness in granting this opportunity to
offer the views of the NARD on H.R. 11581, the bill amending the
Food, Drug, and Cosmetic Act. I do understand the many practical
problems involved in arranging to hear the numerous witnesses desir-
ing to testify on the proposed legislation. Accordingly, I shall try
my best to keep mv presentation this morning brief and to the point.

At the outset, Mr. Chairman, T would like to emphasize that the
provisions of I{.R. 11581 are directed mainly at the pharmaceutical
manufacturers; that is, toward those engaged in the research, develop-
ment, and production of prescription medications. Only in 2 few in-
stances do the provisions of the measure have a direct application to
those engaged in the retail distribution of prescription drugs. This
being the case, our comments on the proposed legislation will be limited
to those provisions which would have a significant impact upon retail
pharmaev. Not having any drug manufacturers as members, the
NARD does not presume to speak for them on legislative matters or

[
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otherwise. e speak only for our 36,000 independent retail pharma-
cist members.
As briefly as possible, our comments on H.R. 11581 are as follows:

(A) AMPHETAMINE AND BARBFTURATE CONTROLS

In general terms, these provisions of the bill are intended to
*acilitate efforts of the Federal Food and Drug Administration to
check illegal trafficking in amphetamines and barbiturates, With
this praiseworthy objective, all concur including the NARD. Yet,
such a goal, however commendable it may be in itself, should not be
used to justify a move by Government officials to obtain more enforce-
ment authority than is actually needed and which may be abused as
a result. Specifically, I am referring to that provision which would
enable FDA agants to inspect, among other business and professional
records, the pharmacist’s prescription files. For years, FDA officials
have been trying in one way or another to get authority to search the
prescription files of the retail pharmacist. Until now, Congress has
consistently withheld such authority on grounds that a case for grant-
ing it has pever been made. This fact, however, has had but little
influence upon those intent upon assuming new and broader powers
for themselves.

In the view of the NARD, prescription file inspection authority as
it is being sought in H.R. 11581 should be denied the Federal Food
and Drug Administration for the following reasons:

(1) Ttisurnecessary: For many years, the inspection of prescrip-
tion files, including thosc relating to amphetamines and barbiturates,
has been performed competently and diligently by appropriate State
authorities. This is true in every State of the Union. It would be
both uniwice as well as frightfully expensive for the Federal Govern-
ment to duplicate the fine enforcement work of State authorities.
This committee should certainly find out from the appropriate State
officials whether they are doing an effective job of inspecting pharma-
cists’ prescription files.

(2) TUnaccountably, the prescription file inspection authority being
sought in the proposed legislation would cover all pharmacies while,
at the came time, expressly exempting all medical practitioners, many
of whom do a rather large business in the dispensing of prescription
medications. Frankly, the NARD and its members are unable to N
understand why such unjust diserimination against the profession of
pharmacy should exist in this bill. No satisfactory explanation has 1
ever been offered. i

{3) FDA agents already have sufficient legal authority to investi- i
gate all records including prescription files of any person who may be *
illegally handling or disposing of amphetamines and barbiturates.
Where a search warrant for such investigation becomes necessary, it
may be easily obtained by FDJA agents. Once probable cause has
Leen shown. the warrant may be issued and the search may begin.
Livery competent, e_\")erien(‘e law enforcement officer would tell you
that hie has nn tronble getting a search warrant when he needs it. I
ary a'sn confident lie wonld Jet you know that he is satisfied with
existing piocedures for obtaining it and has no need of legislative

i
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shortcuts. He is happy to perform his job according to the
Constitution.

For this committee to make it abundantly clear that H.R. 11581
does not authorize carte blanche prescription file inspection authority
for amphetamine and barbiturate irregularities, a simple amendment
may be made. Change line 6 of page 27 of H.R. 11581 to read as
fol?:)\vs:“in subsection (b) (3) and (4)” et cetera.

The addition there is (3). That will make it clear that the exemp-
tion applies to the profession of pharmacy as well as to the profession

of medicine.

(B) PRESCRIPTION DRUG ADVERTISING

Simply stated, these provisions of H.R. 11581 would require all
prescription drug advertising, regardless of type of publication or
other medium involved, to set forth clearly and flﬂf such “basic
information” as the medication’s (a) quantitative analysis and gen-
eric name; (b) contraindications, and (c) side effects. e apparent
purpose of such “affitmative disclosure” is to assure physicians of
recelving all relevant information concerning the safety and efficacy
of advertised prescription dru;

In judging the merits of these provisions, our main concern has
been the impact they would have upon the advertising of prescription
drugs to the Nation's retail pharmacists. For, whether intentional
or not, the informational requirements would apply to prescription
drug advertising in our NARD journal and to the numerous State
and local pharmaceutical association publications. By no means
should it be thought that the scope of the challengeg provisions
would be limited to medical journal advertising.

Of course, the NARD understands and 1s sympathetic to H.R.
11551°s avowed purpose of making certain physicians are fully in-
formed concerning the unfavorable as well as the favorable aspects
of al] prescription medications. In fact, we are sure this is a uni-
versally supported objective. At the same time, howerver, we do not
believe H.R. 11581 1s an appropriate means of accomplishing such a
laudable purpose. Among tll)m major considerations militating
against the proposed legislation in this regard are the following:

(1) It would be unnecessary: Physicians obtain information about
the therapeutic effects of prescription drugs from recognized pro-
fessional authorities. such as the Drug Index and the Merck Manual.
Pharmacists, too. have their professional sources for such information.
They use such sources as the United States Pharmacopoeia, National
Formulary, and the United States Dispensatory.

No reputable physician would ever prescribe a medication that he
know about only through advertising seen in a professional journal
Nor would a responsible pharmacist base his knowledge of the purpose,
safety, eflicacy, and dosagze forms of a prescription drug upon the
manufacturer’s advertising statements. To even suggest that physi-
cians and pharmacists would so conduct themselves seems almost
sca-dalous.

Also to be noted in this regard are the FDA administrative regula-
tions which became effective in March of this year requiring drug
manufacturers to attach to or enclose with their prescription medi-
cines and devices b'rochures (package inserts) containing all necessary
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information for the sale, effective use of such drugs and devices. Such
brochures or package inserts are filed by pharmacists for use in ad-
vising physicians of the therapeutic properties and effects of prescrip-
tion drugs and devices. Through such means, physicians have another
ready, competent source of technical information and advice.

(2) It is impractical: In effect, these provisions would compel
prescription drug advertisers to ground their advertising copy upon
their new drug applications and supporting materials. Although
such extensive technical data could probably be condensed somewhat
and the salient points extracted for advertising use, the process would
be complex and extremely time consuming. As a result, many drug
manufacturers would find such advertising inadvisable. Many others
would shy away from the formidable legal risks involved in passing | g
upon “full disclasure” or the propriety of the relative emphasis given 3
favorable and unfavorable therapeutic aspects of a particular drug.

Drug advertising in professional journals is primarily for “remin-
der” purposes. It is not intended to be educational, except in a very
general way. Drug advertisers recognize the virtual impossibility
of using an advertisement to explain in a responsible manner the 3 2
therapeutic properties and effects of a highly complex prescription L B
medication.

(3) It entails much added expense: Under the provisions of H.R.

11581, lawyers trained in pharmacy and expert in food and drug law, 2
including pertinent sections of the FTC Act, would be needed in
passing upon all prescription drug advertising. Similar qualifica- '
tions would be needed in the case of the advertising copy writers.
Such technical anthorities would be used by both advertisers and the &
profescional journals. After all, the journal editors and publishers 3
would want to be sure improper drug advertising were never run in
their publications. Easily imaginable are the vigorous arguments )
which would arise between advertisers and publication representa- A
tives aver whether advertisements complied with the requirements of k.
H.R. 11581. r
(C) FACTORY INSPECIION

As drafted, these provisions of H.R. 11581 would empower FDA
agxents to conduct the broadest kind of search of all places in which
food, drugs, devices, or cosmetics are manufactured, processed, ;
{;:\cked, or held, either before ar after entry into interstate commerce. Pt

ractienlly speaking. one can hardly imagine Congress granting more
unlimited inspection powers over food, drugs, devices, and cosmetics
to any Government agency. Such sweeping language would apply
to all food and drugstores and hundreds of thousands of other retail
and wholesale distributors handling food, drugs, devices, and cos-
meties in any form. Retail pharmacists. as an example, would be
faced with an army of FDA azents swarming over their business and
professional records, including prescription files. Ard to refuse an
FDA agent an opportunity to inspect wounld be a crime.

The NARD is opposed to the coverage of retail pharmacists by the
factory inspection provision of I1. R. 11581 for the following reasons,
among others:

(1) Alreadr. all retal]l pharmacists are subject to inspection of their
facilities and records by appropriate State authorities. Those inspec-
tions by competent and diligent investigators should not be duplicated
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by Federal FDA agents. Duplication by State and Federal agents
would also be extremely costly as well as quite burdensome to the
affected small drug retailers.

(2) Vague, rambling fishing expeditions by FDA ai‘ents should
be discouraged by Congress, not encouraged. Advise the FDA inspec-
tor to seek a search warrant if the party he wishes to inspect refuses
permission for a search.

And I might add that there are very few such instances of a drug
retailer refusing an FDA inspector an opportunity to make an inspec-
tion, but if the agent believes probable cause exists, he can go to
court and a warrant will be issued promptly.

I might add that, even now, most retail pharmacists; virtually sall,
I might add, are happy to cooperate with FDA inspectors by letting
them enter the premises for the desired inspection.

As reviewed by the NARD, the committee should give its earnest
attention to an amendment adopted by the Senate Judiciary Com-

mittee to esclude retail pharmacies. The text of the applicable
amendment is as follows:

(1) Pharmacies which maintain establishmentg in conformance with any
applicable local laws regulating the practice of pharmacy and medicine and
which are regularly engaged in dispensing prescription drugs, upon prescrip-
tiops of practitioners licensed to administer such drugs, or patients under the
care of such practitiopers in the course of their professional practice and
which do not mapufacture, prepare, propagate, compound, or process drugs for
sale other than in the regular course of their business of dispensing or selling

drugs at retail
In conclusion. I think it highly significant to point out that a very

large majority of the numerous business organizations appearing dur-
ing yvour comunittee’s consideration of H.R. 11581 have agreed upon
the desirability of strengthening existing Federal drug laws so as to
better protect the public health. Almost all have subscribed to the
proposed legislation in both principle and purpose, asking only that
the bill be carefully studled and, where appropriate, revised to insure
that its provisions not be broader than is necessary to bring about a
system of better, safer prescription drugs for the American people.
k- With these views. the NARD concurs. We do believe, of course, that
4 H.R. 11581 should be reviced to protect the pharmacists’ prescription
files from Federal inspection and thus bring the bill into conformity
with its Senate counterpart.

Thank you very much, Mr. Chairman.

The Caammyax. Mr. Jehle, on page 3 of your statement you propose
3 a change on line 6, page 27 of the bill. The bill now reads “in subsec-

tion (b) (4).” with respect to drugs and so forth, and you suggest that
p. 1t read “in subsection (b) (3) and (4)”¢
3 Mr. Jencr. Yes, sir.

The Cuawmnsax. (b) (3), I assume, has to do with pharmacists?
Mr. Jenre. Yes, sir.

3 It would refer back to page 23 of the bill, line 16, which reads as
k. follows:

Pbarmacies, hospitals, clinics, and public health agencies which maintsin

establishments in conformance with any applicable local laws regulating the
practice of pharmacy and medicine.
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So the professional exemption, then, if this amendment were ac-
<epted, the professional exemption would extend to pharmacies, hos-
pitals, clinics, and public health agencies, as well as to medical prac-
titioners.

The CiamyaN. The question that T had in mind is that this change
would affect only amphetamines and barbituratest

Mr. Jenre. That is correct, sir.

The CHarryan. Mr. Friedel ! ’

Mr. Frieper. Mr. Chairman, I was 2 little late, but I noticed one
thing in Mr. Jehle’s last statement which I was glad to hear because
almost all other witnesses who have testified are opposed to everything.

You say that this should not be broader than is necessary to bring
about a system for better and safer prescription drugs for the Amer-
ican people.

You state you know there is room for improvement, but not to go
too fart

Mr. Jenre. That is correct, Mr. Friedel.

Mr. Frieper. 1 want to compliment you and also Dr. Cohen, your
assoclate, who, I might mention, is from Baltimore.

T am very happy to see him here.

The Cramryaxn. We are always glad to have anybody from Balti-
more before this committee.

Mr. Younger?

Mr. Youxcer. Thank you, Mr. Chairman.

In regard to the advertising, 1 am wondering if possibly some-
thing should be worked out somewhere such as the control on invest-
ment advertising where they put in an advertisement and then they
say this is subject to a circular approved by the SEC.

There they have the circular with all the details, but the details are
not in the advertisement.

Do you think that something might be worked out on a limitation
of advertising in that manner?

Mr. JerLe. Yes, Mr. Younger.

I think that some type of accommodation along that line might be
worked out, but I think that it will take a great deal more time than
the committee has now available to it to work out such a compromise.

f“}:e would have no objection to that type of compromise, I am sure
of that.

Mr. Yorxeer. That is all, Mr. Chairman.

Mr. Jenre. It is difficult enough, Mr. Younger, for a national or-
ganization that has a lawyer on the staff and competent, experienced
people working on the journal. to comply with something like this.

I think it would probably be difficult even for us, but for the publi-
cations of some of the smaller State associations and the very small
local associations, it would be a virtual impossibility.

They would never be able to pass upon the legality of advertising
as required by this proposed legislation.

Mr. Your~GeR. Just one other question.

When Mr. Larrick was before the committee, he said all the States

except one had ndequate laws governing pharmacies. Do you know
which State that is?

Mr. Jenie No,sir.




